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A MIXED METHODS STUDY EVALUATING A PEDIATRIC TO ADULT CARE
TRANSITION PROGRAM FOR SICKLE CELL DISEASE

ARDIE VANESSA PACK-MABIEN
SCHOOL OF NURSING
ABSTRACT
Sickle cell disease is a potentially life-threatening hereditary hematological disorder.
Transition from pediatric to adult care is a challenging process for many adolescents and
young adults with sickle cell disease. These challenges involve the adolescent, young
adult, family caregiver, health care provider, and health care system. To address the
challenges, a limited number of sickle cell centers have developed transition programs to
facilitate the transition process. However, research on transition programs is sparse. To
address this gap, a mixed methods study was conducted to evaluate transition program
participation on successful transition in a purposeful convenience sample of adolescents
and young adults at the University of South Alabama. Data was collected using
questionnaires, survey instruments, focus groups, telephone interviews, and chart reviews
and analyzed quantitatively, using descriptive and inferential statistical analytical
methods, and qualitatively, using thematic and content analysis followed by data
integration at the interpretative level. The quantitative results demonstrated a statistically
significant moderate to strong relationship between the TRXANSITION Scale score and
length of time spent in a transition program (r = .53, n = 35, p < .01) and transfer to adult
care within 60 days post-termination of pediatric care for the AYA 19 years of age (r =
44,n =10, p <.01). The qualitative results yielded one overarching theme, participation
in a transition program facilitates preparedness for the transfer to adult care supported by

four sub-themes: 1) clarifying the process and providing support; 2) promoting



knowledge of sickle cell disease, self-management, and financial obligations; 3)
encouraging independence and taking responsibility for one’s own care; and 4) lessening
emotional concerns and anxieties. The results from data integration were congruent,
informative, and descriptive; participants also provided suggestions regarding what could
improve preparedness for the transfer to adult care. The suggestions included peer
mentoring, support groups, life lesson workshops, and hospital tours. The application of
these findings to the transition program at the University of South Alabama have the
potential for the refinement of the current program for a more effective process and
improved transition experience. Findings could be utilized to generate hypotheses for

future research.

Key words: Sickle Cell Disease, Successful Transition, Adolescents and Young Adults,
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CHAPTER ONE
INTRODUCTION

Successful transition of the adolescent and young adult (AYA) with sickle cell
disease (SCD) from pediatrics to adult care is crucial (Amendah, Mvundura, Kavanagh,
Sprinz, & Grosse, 2010; DeBaun & Telfair, 2012; Quinn, Rogers, & Buchanan, 2004).
However, there are many factors in the lives and medical management of the AYA with
SCD that may influence adaptation to this pivotal process (Andemariam et al., 2014;
DeBaun & Telfair, 2012; Lebensburger, Bemrich-Stolz, & Howard, 2012). SCD is a
hereditary hematological disorder caused by a single point mutation and characterized by
the presence of: (a) abnormally shaped erythrocytes or sickle hemoglobin (HbS); (b)
severe anemia; (c) intermittent vaso-occlusive pain episodes; and (d) acute and/or chronic
end organ damage (DeBaun & Telfair, 2012; Hassell, 2010; Musumadi, Westerdale, &
Appleby, 2012).

Because of mandatory newborn screening, early access to health care, and
innovative new disease management therapies, 94-98% of the infants born with SCD in
the United States are living to adulthood (Quinn et al., 2004; Quinn, Rogers, McCavit, &
Buchanan, 2010). This improved survival to adulthood has led health care providers to
focus on the transition to adult care as a part of the comprehensive medical management
and care of the AYA with a chronic hematological disorder (Bryant, Young, Cesario, &
Binder, 2011; DeBaun & Telfair, 2012; Doulton, 2010; Hauser & Dorn, 1999;

McPherson, Thaniel, & Minniti, 2009; Wojciechowski, Hurtig, & Dorn, 2002).



Transition programs are a plausible strategy to facilitate this process (Abel et al., 2015;
American Academy of Pediatrics, 2002, 2011; Blum, 1995; Blum et al., 1993; Bryant,
Porter, & Sobota, 2015; DeBaun & Telfair, 2012; Hankins et al., 2012; McPherson et al.,
2009; Smith, Lewis, Whitworth, Gold, & Thornburg, 2011; Telfair, Myers, & Drezner,
1994; Wojciechowski et al., 2002).

Transition is the period of preparation prior to and adjustment immediately after
the completion of transfer from pediatric to adult care (Blum et al., 1993; Kennedy &
Sawyer, 2008; Rosen, Blum, Britto, Sawyer, & Siegel, 2003). Transition involves a
planned, purposeful, and comprehensive approach toward achievement of “autonomous
health-related decision-making and self-care” skills necessary to navigate the adult
healthcare system (Blum et al., 1993; Ladores, 2015, p. 8). To facilitate the transition
process, it is important for health care providers to examine and understand the factors
that may influence successful transition to adult care in order to improve the transition
experience, inform practice, refine current programs, and develop new programs
(Andemariam et al., 2014; Blum et al., 1993; Hankins et al., 2012; Rosen et al., 2003).

This study examined the impact of participation in a transition program on
successful transition of the AYA with SCD to adult care. Successful transition was
defined using disease-specific indicators and outcome measures. This chapter provides
an overview of the: (a) research problem, significance, and problem statement; (b)
purpose, specific aims, and research questions; (c) conceptual framework; (d) study

design; and (e) definitions of the key terms relative to the research problem.



Research Problem, Significance, and Problem Statement

Although transition is an anticipated event in the lives of AYA with SCD,
successful transition to adult care remains problematic (Andemariam et al., 2014;
Fortuna, Halterman, Pulcino, & Robbins, 2012; Lebensburger et al., 2012). In this
population, as many as one-third of AY As delay or do not transition to adult care
(Andemariam et al., 2014; Bemrich-Stolz, Halanych, Howard, Hilliard, & Lebensburger,
2015; Fortuna et al., 2012; Hankins et al., 2012). This delay or lack of transition is due to
both clinical and non-clinical factors (Andemariam et al., 2014; Cancio et al., 2015;
Lebensburger et al., 2012). The clinical factors include: (a) hemoglobinopathy status and
disease severity; (b) treatment plan; (c) developmental difficulties; (d) cognitive
impairment; and (e) delay in psychosocial maturation (Anie & Telfair, 2005; Cancio et
al., 2015; Rosen et al., 2003). Non-clinical factors include: (a) dependency of AYA on
the parent or caregiver and pediatric health care providers; (b) travel distance for medical
care and transition services; and (c) access to skilled health care providers familiar with
SCD and the management of disease complications (Andemariam et al., 2014;
Lebensburger et al., 2012; Mainous et al., 2015; Okumura et al., 2008). In addition to the
factors for an unsuccessful transition, the AYA with SCD face many challenges during
the transition process (Bryant et al., 2011; McPherson et al., 2009; Smith et al., 2011;
Tuchman, Slap, & Britto, 2008). Challenges faced by the AYA include reluctance to
leave pediatrics, mistrust of adult health care providers and the health care system, lack of
knowledge about SCD and mastery of self-care and self-advocacy transition skills
necessary to navigate the adult health care system (Bryant et al., 2011; Hauser & Dorn,

1999; McPherson et al., 2009; Smith et al., 2011; Tuchman et al., 2008).



To meet the AYA with SCD transition needs of this population, medical experts,
policy makers, and health care providers agree that a planned, purposeful, and
comprehensive transition process is warranted and must begin early during adolescence
(American Academy of Pediatrics, 2002, 2011; Blum et al., 1993; Bryant et al., 2015;
National Center for Health Care Transition, 2014; Rosen et al., 2003). This realization
led to a limited number of transition programs at sickle cell centers across the United
States (Andemariam et al., 2014; Doulton, 2010; Hankins et al., 2012; Smith et al., 2011).
One such program is the Pediatric to Adult Care Transition (PACT) program developed
at the University of South Alabama Comprehensive Sickle Cell Center (USA-CSCC).
The PACT program educates and prepares the AY A with SCD with both disease
knowledge and the transition mastery skills of self-care and self-advocacy necessary to
navigate the adult health care system. This program provides a multi-disciplinary,
comprehensive, individualized, and purposeful approach to facilitate successful transfer
and integration of AY A with SCD into the adult health care system.

While professional groups have recognized and endorsed the need for transition
programs as a potential strategy to facilitate transition of the AY A has been recognized
and endorsed nationally, current programs have not kept pace and lack uniformity
(American Academy of Pediatrics, 2002; Andemariam et al., 2014; Blum, 1995; Blum et
al., 1993; Bryant et al., 2015; DeBaun & Telfair, 2012; Hankins et al., 2012; Kennedy &
Sawyer, 2008; McManus et al., 2013; Rosen et al., 2003; Smith et al., 2011; Telfair et al.,
1994; Treadwell, Telfair, Gibson, Johnson, & Osunkwo, 2011). Current transition
programs are based on assumptions and best-practice guidelines derived from sparse

research findings (American Academy of Pediatrics, 2002, 2011; Blum et al., 1993;



Rosen et al., 2003; Suris & Akre, 2015). Additionally, there remains a dearth of literature
on the efficacy of such programs on the transition process (Andemariam et al., 2014;
Hankins et al., 2012; Smith et al., 2011). Research on transition programs has primarily
focused on adherence to the transfer of care as evidenced by a confirmed adult care
appointment and exchange of health information to an adult health care provider, as
opposed to the accomplishment of educational, social, and medical disease-specific
indicators and outcome measures (Andemariam et al., 2014; DeBaun & Telfair, 2012;
Doulton, 2010; Hankins et al., 2012; Smith et al., 2011). Although limited, if the results
of the previous research on transition programs could be confirmed, this would provide
strong supporting evidence regarding the efficacy of transition program participation on
successful transition. In addition, this would provide evidence-based data on defined
disease-specific key indicators and outcome measures of successful transition in this
population.

This study investigated the impact of participation in a transition program with
defined disease-specific indicators and outcome measures that quantify a successful
transition. The data generated could be utilized to: (a) provide evaluative evidence and
new insight regarding transition programs; (b) refine, inform, and expand current
transition programs, practices, and services; (c) develop new strategies to facilitate a
more effective transition process; and (d) improve the transition experience of AY A with
SCD. In addition, the results could be utilized to generate hypotheses for future research
in a larger population of AYA with SCD regarding: (a) participation in a transition

program as a strategy to facilitate the transition process; (b) disease-specific indicators



and outcome measures to quantify a successful transition; and (c) associations,
interactions, patterns, and trends observed in this study.
Study Purpose, Specific Aims, and Research Questions

The primary purpose of this study was to examine impact of participation in a

transition program participation on the AYA’s: (a) knowledge of hemoglobinopathy
status, therapeutic and prophylaxis medications, and insurance requirements for ongoing
access to medical care; (b) mastery of self-care and self-advocacy transition skills
necessary to navigate the adult health care system; and (c) transfer to adult care within 60
days post-termination of pediatric care for the AYA 19 years of age. The secondary
purpose was to examine and explore clinical and nonclinical factors that may influence
adaptation to and coping with the transition process. The clinical and non-clinical factors
examined were: (a) hemoglobinopathy status; (b) disease severity; (c) treatment plan; (d)
timing in a transition program; and (e) distance to clinic for medical services. Timing in
a transition program was examined based on years in the program and number of
encounters with the transition nurse coordinator for transition planning and educational
services. The specific aims and research questions are:

e Specific Aim 1. Determine the impact of transition program participation on

successful transition.

e Research Question 1: What is the impact of transition program participation
on successful transition as evidenced by: (a) knowledge of hemoglobinopathy
status, therapeutic and prophylaxis medications, and insurance requirements
for ongoing access to health care; (b) acquisition of self-care and self-

advocacy skills necessary to self-schedule medical appointments,



communicate medical health history, and inquire about disease management
and complications with adult care providers; and (c) transfer to adult care
within 60 days post-termination of pediatric care for the AYA 19 years of
age?

e Sub-question 1. What influence do hemoglobinopathy status, disease
severity, treatment plan, and distance to clinic for medical services
have on the transition process?

Specific Aim 2. Describe the AYA with SCD thoughts, experiences, concerns,

and expectations of their transition program participation on successful transition.

e Research Question 2: What are the AYA with SCD thoughts, experiences,
concerns, and expectations of transition program participation on successful
transition?

Specific Aim 3. Describe the quantitative with gqualitative findings and clinical

implications on the impact of transition program participation on successful

transition that can inform the: (a) refinement of an existing transition program; (b)

development of new strategies to facilitate the successful transition; and (c)

improvement of the transition experience for this population.

e Research Question 3: What findings and clinical implications will emerge
after comparing the results from the quantitative with qualitative phase of data
analysis in order to lend clarity on the impact of participation in a transition
program on the successful transition of the AYA with SCD in order to inform

the: (a) refinement of an existing transition program, (b) development of new



strategies to facilitate a more effective transition, and (c) improvement the
transition experience of this population?
Conceptual Framework
Schlossberg’s Transition Framework provides a conceptual model to examine the

factors that may influence the transition and ability of individuals to take charge with new
strategies in order to cope with and adapt to the transition process (Lenz, 2001;
Schlossberg, 1981; Schlossberg, Waters, & Goodman, 1995; Winter, 2014). This
transition framework is based on the assumption that transition is a process that occurs
over time (Schlossberg, 2011; Schlossberg et al., 1995). In addition, Schlossberg’s
framework has three major concepts: (a) approaching transition; (b) taking stock of
coping resources; and (c) taking charge (Schlossberg, 1981, 2011; Schlossberg et al.,
1995). The major concepts of Schlossberg’s transition framework are presented and

visually depicted in Figure 1, adapted from Schlossberg et al. (1995).



Figure 1

Main Concepts of Schlossberg’s Transition Framework

e anticipated
* impact
® context
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Main Concepts of Schlossberg’s Transition Framework adapted from Schlossberg, N.K.,
Waters, E.B., & Goodman, J. (1995). Counseling adults in transition: Linking practice
with theory. (2" ed.). New York, NY: Springer.

Approaching transition defines the nature and an individual’s perception of the
transition: (a) type; (b) relativity; (c) context; and (d) impact (Schlossberg, 1981, 2011;
Schlossberg et al., 1995). Type refers to the underlying nature of the transition. For
example, is the transition an anticipated, unanticipated, or expected event that fails to
occur? Relativity refers to an individual’s appraisal of the meaning regarding the
transition. Context indicates the personal or interpersonal relationship or physical setting
of the transition to the individual. Impact reflects an individuals’ assessment of how the

transition will affect their relationships and routines. Taking stock of coping resources

identifies four factors considered to be assets and/or liabilities that may influence how an



individual copes with and adapts to the transition: (a) self; (b) situation; (c) support; and
(d) strategies (Schlossberg, 1981, 2011; Schlossberg et al., 1995). Self encompasses the
psychological, personal, and demographic attributes of an individual affected by the
transition (Schlossberg, 1981, 2011; Schlossberg et al., 1995). Situation refers to the
timing, triggers, duration, and concurrent stressors of the transition (Schlossberg, 1981,
2011; Schlossberg et al., 1995). Support identifies availability of internal and external
environmental factors of support (Schlossberg, 1981, 2011; Schlossberg et al., 1995).
Strategies refer to measures that an individual utilizes to navigate through or cope with
the transition (Schlossberg, 1981, 2011; Schlossberg et al., 1995). Taking charge
describes an individual’s reaction to the transition and occurs with the use of new
strategies, acceptance, and integration of the change in routine, expected new behavior,
role, learning, environment, and responsibility (Schlossberg, 1981; Schlossberg et al.,
1995; Winter, 2014). For example, the expected self-management skills of the AYA
require to: a) maneuver through the unfamiliar operating procedures of the adult health
care system; b) shoulder adult health responsibilities independent of their caregiver; c)
accept accountability for accessing their own medical treatment; and d) communicate
effectively with the adult care providers.

Importantly, this transition framework aligns well with the Society for Adolescent
Medicine’s description of transition as an individualized, flexible, and gradual process
that occurs over time with a change in role, responsibility, routine, expected behavior,

relationships, and environment (Blum et al., 1993; Rosen et al., 2003).
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Study Design

A mixed methods research (MMR) study design was utilized to examine the
impact of transition program participation on successful transition. A MMR design
collects, analyzes, and integrates quantitative and qualitative data to provide a more
comprehensive inquiry into “what works, how, and why” of a research problem and
obtain the best answers to a research problem (Creswell & Plano Clark, 2011; Plano
Clark & Ivankova, 2016). In addition, MMR addresses the strengths and non-
overlapping weaknesses of a single a quantitative or qualitative methodology alone
(Creswell & Plano Clark, 2011; Hanson, Creswell, Clark Plano, Petska, & Creswell,
2005; Plano Clark & Ivankova, 2016). For example, the single quantitative methodology
examines the relationships and interactions between a research study variables to identify
trends and patterns of a research problem, but does not provide an understanding or
insight into how or why the trends, interactions, and patterns exist (Creswell & Plano
Clark, 2011; Plano Clark & Ivankova, 2016; Polit & Beck, 2012). The single qualitative
methodology seeks to identify underlying themes and patterns for an in-depth
understanding of a research problem, but lacks generalizability to a larger population
(Creswell & Plano Clark, 2011; Plano Clark & lvankova, 2016; Polit & Beck, 2012).
However, when methodologies are combined, these limitations are addressed; enhancing
the validity of the findings (Creswell & Plano Clark, 2011; Plano Clark & Ivankova,
2016). MMR also provides researchers with the freedom and flexibility to utilize an
array of data collection tools (Creswell & Plano Clark, 2011; Plano Clark & lvankova,

2016). These tools include questionnaires, surveys, interviews, focus groups,
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observations, and audiovisual materials such as photographs and videotapes (Creswell &
Plano Clark, 2011).

For the purpose of this study, the concurrent quantitative (quan) + qualitative
(qual) MMR study design provided the best scientific method of gathering data from
multiple sources: survey instruments, focus groups, telephone interviews, and chart
reviews (Creswell & Plano Clark, 2011; Plano Clark & Ivankova, 2016). This design
allows researchers the liberty to draw meta-inferences reflective of what was learned
from integrating results after data analysis from both methodologies to answer multiple,
related, and different aspects of the research questions in order to provide new insight
about a complex phenomenon (Creswell & Plano Clark, 2011; Plano Clark & lvankova,
2016; Polit & Beck, 2012). The research procedures of the concurrent quan + qual MMR

study design are depicted visually in Figure 2.
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Figure 2

Procedural Diagram of the Concurrent Quan + Qual Research Design
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Procedural diagram of the research activities: Concurrent quan + qual study design.
Adapted from Plano Clark and Ivankova (2016). Mixed methods research: A guide to the
field. Thousand Oaks, CA: Sage.

Definition of Key Terms
Sickle cell disease (SCD). An autosomal recessive hematological disorder caused
by a single point mutation and characterized by the presence of abnormally shaped
erythrocytes or sickle hemoglobin (HbS), chronic hemolysis, anemia, and inflammation;

intermittent vaso-occlusive pain episodes, and acute and/or chronic end organ damage
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that transcends the lifespan of the affected individual (DeBaun & Telfair, 2012; Hassell,
2010; Musumadi et al., 2012).

Transition. The period of preparation prior to and immediately after the
completion of transfer from pediatrics to adult health care that involves the purposeful,
planned movement of adolescents and young adults with a chronic physical and/or
medical conditions from pediatric-centered to adult-centered health care system (Blum et
al., 1993; Kennedy & Sawyer, 2008).

Transfer. The movement of health care and health information between health
care systems (Kennedy & Sawyer, 2008).

Transition readiness. The process of making the decision and taking the necessary
educational, psychological, social development, and logistical steps by the adolescent,
parents, and health care provider to prepare for, begin, continue, and finish the process of
transition (Sobota et al., 2014; Telfair, Alexander, Loosier, Alleman-Velez, & Simmons,
2004a).

Adolescents and young adults (AYA). Persons in a developmental period of time
that: (a) begins with the onset of puberty which occurs between ages 10 to 12 or 12 to 14
years for females and males respectively; (b) ends at age 19 years for both males and
females; and (c) involves the movement from a state of dependency to the acquisition and
development of autonomy (Wojciechowski et al., 2002).

Chapter Summary

In summary, the transition of the AYA with SCD from pediatric to adult health

care is an anticipated and critical period of time in the medical management of this

vulnerable and growing population. However, the transition process remains challenging
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for many. To address the challenges encountered during this process, a limited number
of transition programs have evolved at sickle cell centers nationally as a plausible
strategy to facilitate the successful transition from pediatrics to adult care. However,
evaluative evidence-based data on transition programs is sparse, gaps exist, and questions
remain regarding efficacy of such programs. In addition, a consensus regarding what
constitutes successful transition in this population has not been established. This MMR
study investigated the impact of participation in a PACT program on successful transition
using disease-specific indicators and outcome measures. The results of this MMR study
provides current data regarding transition programs and new insights in order to: (a)
refine current and develop new transition programs; b) inform the development of new
strategies for a more effective transition process; and c) improve the transition experience

of the AY A with SCD.
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CHAPTER TWO
REVIEW OF LITERATURE

The review of the literatue relevant to the transition of the adolescent and young
adult (AYA) with sickle cell disease (SCD) revealed that, despite the growing consensus
and need for a coordinated, proactive, purposeful, and comprehensive transition process;
there are many barriers that hinder the timely and successful transition of this population
to adult care (American Academy of Pediatrics, 2002; Andemariam et al., 2014; Blum et
al., 1993; Bryant et al., 2015; Lebensburger et al., 2012; Rosen et al., 2003; Sobota et al.,
2014; Sobota, Neufeld, Sprinz, & Heeney, 2011; Stollon et al., 2015; Telfair, Ehiri,
Loosier, & Baskin, 2004b; Wojciechowski et al., 2002). The barriers to successful
transition are multi-factorial and relevant to the AYA, parent or caregiver, health care
provider, and health care system (Andemariam et al., 2014; Bryant et al., 2011; Hauser &
Dorn, 1999; Lebensburger et al., 2012; Mainous et al., 2015; Okumura et al., 2008; Smith
etal., 2011; Sobota et al., 2011; Stollon et al., 2015; Telfair et al., 1994; Tuchman et al.,
2008). Specifically, the transition barriers relevant to the AYA and parent or caregiver
include emotional concerns, fears, and anxieties about the transfer to adult care and lack
of preparation by the AY A to assume adult health responsibilities and autonomous
decision-making skills (Bryant et al., 2011; Hauser & Dorn, 1999; Smith et al., 2011,
Wojciechowski et al., 2002). Barriers relevant to the health care provider include lack of
involvement by the pediatric provider in the transition process and limited availability of

skilled and trained adult health care providers (Mainous et al., 2015; Okumura et al.,
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2008; Telfair et al., 2004a). Barriers relevant to the health care system include
inadequate or lack of health insurance, ill-equipped health care system, and inability of
transition programs to meet the transitional needs of this population in terms of
availability, sophistication, and efficacy (Hauser & Dorn, 1999; Lebensburger et al.,
2012; Mainous et al., 2015; Okumura et al., 2008; Porter, Graff, Lopez, & Hankins, 2014;
Sobota et al., 2014; Sobota et al., 2011; Telfair, Haque, Etienne, Tang, & Strasser, 2003;
Telfair et al., 1994; Wojciechowski et al., 2002).

This chapter presents detailed description of the review, analysis, and synthesis of
the literature relevant to the AYA with SCD transition from pediatrics to adult care. The
description begins with an overview of the search methods and results, and analysis and
synthesis of the literature. The result of the synthesis presents an overview of SCD,
definition of transition, relevant historical developments, and the challenges of and
barriers to transition. Next, identified gaps in the literature, Schlossberg’s Transition
Framework, and how this mixed methods design addresses the identified gaps are
presented. Then, there is a discussion on mixed methods research (MMR) and concurrent
quantitative + qualitative study design. This is followed by an exploration of alternative
designs and methods.

Search Methods

The search methods of this comprehensive review of the health sciences literature,
conducted to examine the transition of the AY A with SCD from pediatrics to adult care,
included five computerized databases: Cumulative Index for Nursing and Allied Health
Literature (CINAHL), PubMed, Scopus, Google Scholar, and Google. These search

strategies were guided by the use of single and combined key words and phrases
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regarding the transition and transfer of children, adolescent, young adult, youth with
special health care needs (YSHCNSs), chronic illness, and SCD from pediatrics to adult
care. Published research studies on the factors that may influence successful transition
were also reviewed to support this literature review on the transition process.

The inclusion criteria for selected articles were limited to peer-reviewed,
evidence-based, descriptive and observational quantitative, qualitative, and MMR
published in the English language between January 1990 and January 2017. The
inclusion criteria were also limited to research investigating adolescents ages 13-17 and
young adult ages 18-26 years for both males and females and factors that may influence
the transition process. Editorial letters, reviews, and commentaries were excluded from
the literature review. In addition, research on the transition of adolescents with chronic
ilinesses other than SCD was not included due to variability in disease pathophysiology,
outcome indicators, and confounding variables. Likewise, research on the transition of
the AYA from an inpatient facility to a medical home or long-term care facility was
excluded. Furthermore, informative and descriptive articles about the learning
preferences of AYA and use of health information and technology in the transition
process were also excluded. Lastly, research conducted outside of the United States was
excluded due to differences in medical management, access to health care, and health
outcomes.

To increase the quality and quantity of the literature and identify research not
previously found during the initial review, the titles and abstracts of evidence-based
research studies and reference lists of key and related articles identified in the primary

search were critically appraised for inclusion. Also, a web-based search was conducted
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to identify full-text articles not previously identified during the initial review. The web-
based search for full-text articles included Got Transition-Center for Health Care
Transition Improvement; Sickle Cell Disease Association of America; Alabama Family
Got Voices Transition Services; and National Institutes of Health-National Heart, Lung,
and Blood Institute. The results of this comprehensive computerized database and web-
based review of the literature were compiled, examined, and critically appraised by the
researcher.
Outcome Results

The screening process of the full-text articles selection for eligibility, analysis,
and synthesis results of this comprehensive literature review on the transition of the AYA
with SCD is described and presented visually in a flow diagram (see Appendix D). The
computerized database search for the identified keywords and phrases yielded a total of
280 full-text articles. The review of the reference lists from pertinent full-text articles
and web-based resources produced an additional 29 full-text articles. From this
comprehensive and critical review, a total of 309 full-text articles were identified and
screened for eligibility. Duplicate articles (n = 106) were removed. The remaining 203
full-text articles were reviewed and screened to meet the criteria for inclusion. Of these
203 full-text articles, an additional 126 full-text articles did not fully meet eligibility
criteria and were excluded from this review. The full-text articles excluded were
comprised of those without a named author, editorials, commentaries, and letters. In
addition, full-text articles were removed that described the need for quality assurance,
case management, transition milestones, and health information technology as an

educational tool during the transition process. Likewise, the removed full-text articles
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consisted of those articles providing a description of the vital statistics related to SCD.
Lastly, full-text articles removed included those related to the transition of the AY A with
chronic illness and special health care needs other than SCD and outside the United
States. The remaining 77 full-text articles were reviewed and critically appraised for
eligibility. This assessment resulted in the removal of an additional 58 full-text articles
that did not meet full criteria. The 58 full-text articles removed included: (a) consensus
statements, clinical reports, and policies; (b) overview of SCD and transition; (c)
narrative description of transition programs; (d) transition readiness assessment tools; (e)
age related healthcare cost, utilization, and disease burden; (f) development of transition
models and conceptual frameworks; and (g) ethical considerations in the transition
process.

Of the remaining full-text articles, 19 descriptive and observational empirical-
based research articles were identified as relevant to the transition of the AYA with SCD
from pediatrics to adult care and the research questions. Of these 19 studies, 13
quantitative and six qualitative studies with full-text articles were reviewed and appraised
for synthesis (Andemariam et al., 2014; Bemrich-Stolz et al., 2015; Bryant et al., 2011;
Hankins et al., 2012; Hauser & Dorn, 1999; Mainous et al., 2015; McPherson et al., 2009;
Okumura et al., 2008; Porter et al., 2014; Smith et al., 2011; Sobota et al., 2014; Sobota
etal., 2011; Speller-Brown et al., 2015; Stollon et al., 2015; Telfair et al., 2004a; Telfair
et al., 2004b; Telfair et al., 1994; Tuchman et al., 2008; Wojciechowski et al., 2002). The
research studies investigated the natural history and transition experience of this
population from the perspective of the AYA, family, and health care providers (n = 10).

In addition, the research explored transition readiness and transfer (n = 3), healthcare
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providers’ participation in the transition process (n = 1), and comfort levels of health care
providers in the medical management of the AYA with SCD (n = 2). Lastly, the research
included an investigation regarding the efficacy of pilot transition programs of varying
formats, structures, and components of successful transition (n = 3): (a) transfer of care
(n =2); and (b) development of increased disease knowledge scores (n = 1). More
specifically, the 13 quantitative studies included: (a) non-experimental descriptive studies
of the transition experience (n = 6); (b) descriptive, observational, and correlational
studies of transition readiness (n = 4); and (c) cross-sectional and national survey of
healthcare providers on transition practices, comfort level, education, training, and
expectations of the transitioned AYA (n = 3). The quantitative studies also included
retrospective chart review, descriptive, and observational pilot studies examining
transition programs.

The six qualitative studies included descriptive, phenomenological, and
exploratory nonexperimental studies exploring the transition experience, concerns,
expectations, attitudes, and barriers from the perspectives of the AYA with SCD,
caregivers, and health care providers. The study designs varied relative to the defined
study variables, sampling methods, timing, length, and methods of data collection and
measurement. For example, the sampling methods utilized were snowball, purposeful,
convenience, and random. Furthermore, methods of data collection employed were
varied, including surveys, knowledge assessment quiz and questionnaires, transition
readiness assessment tools, focus groups, and telephone and face-to-face interviews.
However, the studies reviewed were all relevant to the transition of the AY A with SCD

and research questions.
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Likewise, the web-based search was conducted using the combined key word
phrase SCD and transitioning AYA to expand the search results. This search method
yielded 15,600 and 30,000 full-text articles, abstracts, commentaries, editorials,
dissertations, theses, and resources from Google Scholar and Google, respectively.
However, time constraints limited the researcher’s ability to fully identify, select, and
critically appraise additional full-text articles for this comprehensive web-based search
and review. Furthermore, the web-based search performed of Got Transition-Center for
Health Care Transition Improvement and the Sickle Cell Disease Association of America
for published studies on the transition of AYA yielded 23 articles, of which 16 were full-
text articles. Only one of the 16 full-text articles was related specifically to the transition
of the AYA with SCD. Although useful in identifying the core elements of transition,
resources, and tool kits for health care providers, caregivers, and patients, the web-based
search and review of the Center for Health Care Transition Improvement and Sickle Cell
Disease Association of America resulted in only two new full-text articles, identified
after a thorough review and assessment. The web-based search of Alabama Family Got
Voices Transition Services and the National Institutes of Health-National Heart, Lung,
and Blood Institute did not result in additional full-text articles for review and
assessment. Lastly, research studies conducted outside of the United States were
excluded due to differences in healthcare resources, medical advances, and access to
health care and medical management.

Analysis and Synthesis of the Literature
Life expectancy for infants born in the United States with sickle cell disease

(SCD) has advanced into the fourth and fifth decade of life and beyond (Quinn et al.,
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2004; Quinn et al., 2010). As a result of improved survival, the transition of adolescents
and young adults (AYA) to adult care is an anticipated event and a critical process
(DeBaun & Telfair, 2012; Treadwell et al., 2011). During this transition, adult health
care providers expect the AYA with SCD to have knowledge of hemoglobinopathy
status, medications, and insurance requirements for ongoing access to medical care, and
competence in self-management, self-advocacy, and autonomous living skills (Abel et al.,
2015; Blum et al., 1993; DeBaun & Telfair, 2012; Rosen et al., 2003; Telfair et al.,
2004a). The AYA with SCD and caregiver express a need for a formalized and
purposeful transition process that educates and prepares this population with the
knowledge and skillset necessary to navigate the adult health care system (Bryant et al.,
2011; Hauser & Dorn, 1999; Porter et al., 2014; Telfair et al., 1994; Wojciechowski et al.,
2002). Clinicians recognize transition programs as a plausible strategy to facilitate the
AYA’s transition to adult care for ongoing chronic disease medical management
(American Academy of Pediatrics, 2002, 2011; DeBaun & Telfair, 2012; Quinn et al.,
2004; Quinn et al., 2010; Rosen et al., 2003; Telfair et al., 1994; Treadwell et al., 2011).

However, transition programs currently are limited, inconsistent, and driven by
assumptions and best-practice guidelines rather than evidence (American Academy of
Pediatrics, 2002, 2011; Andemariam et al., 2014; Bryant et al., 2015; Doulton, 2010;
Hankins et al., 2012; Rosen et al., 2003; Smith et al., 2011; Sobota et al., 2011; The
Center for Health Care Transition Improvement, 2014). Likewise, evidence on the
efficacy of such programs is sparse, anecdotal, and the measures of successful transition
are limited to the transfer of care rather than the acquisition of disease-specific

educational, medical, and psychosocial knowledge (Andemariam et al., 2014; Doulton,
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2010; Hankins et al., 2012; Smith et al., 2011). Therefore, it is critical to expand,
explore, measure, and understand the essential factors that may influence the transition
process using more comprehensive disease-specific key indicators and outcome
measures.
Overview of Sickle Cell Disease

SCD is an autosomal recessive hematological disorder notable for a single beta-
globin gene mutation at the 6™ position of the beta-globin chain on chromosome 11 with
the substitution of glutamic acid by valine (Ballas, 2015; Ballas et al., 2010; Quinn,
2013). This disease is characterized by: (a) abnormally shaped erythrocytes or sickle
hemoglobin (HbS); (b) recurrent vaso-occlusive pain episodes; (c) chronic hemolysis,
severe anemia, and inflammation; and (d) acute and/or chronic end organ damage with a
propensity to affect every organ in the body (Ballas, 2015; Ballas et al., 2010; DeBaun &
Telfair, 2012; Pack-Mabien & Haynes, 2009). Based on the 2008 U.S. census, SCD is
one of the most common genetic disorders in children and affects an estimated 100,000 -
138,000 individuals in the United States, predominantly African Americans and
Hispanics (Brousseau, Panepinto, Nimmer, & Hoffmann, 2010b; Hassell, 2010; Yanni,
Grosse, Yang, & Olney, 2009). Of these individuals, an estimated 47,400 reside in the
southern region of the United States, with an estimated 2,851 living in the state of
Alabama (Brousseau et al., 2010b; Hassell, 2010).

There are four commonly seen genotypes of SCD: (a) homozygous sickle cell
anemia (HbSS); (b) sickle beta null thalassemia (HbSB° Thalassemia); (c) sickle C
disease (HbSC); and (d) sickle beta plus thalassemia (HbSB™ Thalassemia) (Ballas et al.,

2010; Pack-Mabien & Haynes, 2009; Quinn, 2013). The most commonly seen genotype
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is HbSS, which affects one in 365 African Americans, followed by HbSC disease, which
affects one in 800 African Americans, and HbSB® and HbSB* Thalassemia, which
combined affects one in 1,600 African Americans (Centers for Disease Control and
Prevention, 2015; Pack-Mabien & Haynes, 2009; Quinn, 2013). Furthermore, SCD
affects one in 16,300 Hispanics in the United States (Centers for Disease Control and
Prevention, 2015). In SCD, the life expectancy, disease severity, and degree of anemia
are individualized and varies based on genotype (Platt et al., 1994; Serjeant, 2013).

The estimated life expectancy for individuals with HbSS and HbSp ° Thalassemia
is 42 years for males and 48 years for females (Platt et al., 1994; Serjeant, 2013). For
individuals with HbSC disease, the life expectancy is 60 years for males and 68 years for
females (Platt et al., 1994). The most common cause of death before 2 years of age is
infection (Brousseau, Owens, Mosso, Panepinto, & Steiner, 2010a; Pack-Mabien &
Haynes, 2009; Platt et al., 1994; Serjeant, 2013; Thomas, Pattison, & Serjeant, 1982).
The most common cause of death after 2 years of age is acute chest syndrome and splenic
sequestration (Platt et al., 1994; Serjeant, 2013; Thomas et al., 1982). The most
commonly seen disease complications are cerebrovascular accident, sickle retinopathy
acute chest syndrome, pulmonary hypertension, acute splenic sequestration,
cholelithiasis, acute and chronic renal disease, priapism, dactylitis and leg ulcers
(Brousseau et al., 2010a; Cancio et al., 2015; Hamideh & Alvarez, 2013; Pack-Mabien &
Haynes, 2009; Platt et al., 1994). Lastly, the management and treatment of SCD and
related disease complications include supportive care, red blood cell transfusion,
hydroxyurea therapy, and hematopoietic stem cell and umbilical cord blood

transplantation (DeBaun & Telfair, 2012; Pack-Mabien & Haynes, 2009; Quinn, 2013).
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According to the 2006 Healthcare Cost and Utilization Project Statistical Brief
#21, the most recent information available, between 1994 and 2004, SCD accounted for
more than 113,000 hospital admissions, incurred more than $1 billion in submitted
charges, and cost an estimated $500 million in medical expenses nationwide (Steiner &
Miller, 2006). Furthermore, between 2001 and 2005, an average lifetime total health care
cost for an individual with SCD was $953,640, of which the greatest proportion attributed
to inpatient costs during adolescence and young adulthood (Kauf, Coates, Huazhi, Mody-
Patel, & Hartzema, 2009; Mvundura, Amendah, Kavanagh, Sprinz, & Grosse, 2009).
More specifically, estimated annual average cost of medical expenses in 2005 was
$12,000 for those AYA insured with a federally funded, and $15,000 for those with
employer-sponsored (Amendah et al., 2010; Centers for Disease Control and Prevention,
2015; Mvundura et al., 2009). Lastly, the total health care expenditure in 2005 for the
AYA with SCD was an estimated $355 million for health care utilization related to
hospital admissions, emergency room visits, outpatient services, and prescription drugs
(Amendah et al., 2010; Kauf et al., 2009).
Definition of Transition

Transition is the purposeful, coordinated, and comprehensive transfer from
pediatrics to adult care that is developmentally and psychologically appropriate without
an interruption in access to medical care (Blum et al., 1993). Transition is also a gradual
and flexible process coordinated by both pediatric and adult health care providers to
address the medical, educational and/or vocational, and psychosocial needs of the AYA
with a chronic condition (Ladores, 2015; McPherson et al., 2009; Reiss & Gibson, 2002;

Rosen et al., 2003).

26



The transition of the AYA with SCD has become paramount in the lifelong and
ongoing medical management of this chronic and potentially debilitating disease
(DeBaun & Telfair, 2012; Hamideh & Alvarez, 2013; Quinn et al., 2010). However, the
transition process is often haphazard and challenging for the AY A with SCD (Telfair et
al., 2004b; Wojciechowski et al., 2002). As many as one-third of this population delay or
do not transition to adult care due in part to the complexity of this chronic disease,
concerns and fears of the AYA and caregiver, lack of or inadequate health insurance,
limited access to health care services, and an ill-equipped adult healthcare system
(Andemariam et al., 2014; Cancio et al., 2015; Fortuna et al., 2012; Lebensburger et al.,
2012; Wojciechowski et al., 2002). In addition, this process occurs during a period of
time marked by increased occurence and severity of vaso-oclusive pain episodes,
recurrent emergency room visits and hospital admissions, and higher health care costs
compared to younger children and older adults (Brousseau et al., 2010a; Hamideh &
Alvarez, 2013; Kauf et al., 2009).

Furthermore, many lack adequate knowledge about the disease and skill set
necessary to navigate the adult health care system (Andemariam et al., 2014; Bryant et
al., 2011; Burlew, Telfair, Colangelo, & Wright, 2000; Doulton, 2010; Hankins et al.,
2012; Hauser & Dorn, 1999; Lebensburger et al., 2012; Reiss, Gibson, & Walker, 2005;
Smith et al., 2011; Tuchman et al., 2008; Wojciechowski et al., 2002). The lack of
adequate preparation, disease knowledge, and skill set for adult health responsibilities by
the AY A with SCD reflects the critical and growing demand for a more effective
transition process and transfer to adult care (Andemariam et al., 2014; Blum et al., 1993;

Hankins et al., 2012; Rosen et al., 2003; Treadwell et al., 2011; Wojciechowski et al.,
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2002). The participation in a transition program may bridge the gap between pediatric
and adult care by facilitating the development of disease-specific knowledge
(educational, medical, and psychosocial), acquisition of self-care and self-advocacy
skills, and transfer to adult care without interruption of routine medical management and
health maintenance (Andemariam et al., 2014; Hankins et al., 2012; Smith et al., 2011).
However, the evidence on participation in a transition program in this population is
limited (Andemariam et al., 2014; Hankins et al., 2012; Smith et al., 2011).
Relevant Historical Developments

Historically, the complexity of the transition from pediatrics to adult care was first
addressed in an open forum by the medical community during the September 1994
International Invitational Conference titled, “Moving On: Transition from Pediatric to
Adult Health Care” (Blum, 1995). At this conference, attendees from the medical
community explored implications, limitations, and barriers to the transition process, as
well as conflicting views of both pediatric and adult healthcare providers about the
transition process (Blum, 1995). Additionally, the conference attendees brought to the
forefront of the medical community the need to develop, examine, recommend, and
implement strategies to improve the transition experience, process, and services for the
AYA with a chronic condition (Blum, 1995). Following this conference, numerous
consensus statements, clinical reports, and guidelines from leading health organizations
have been released with recommendations and best-practice guidelines to aid health care
providers in the facilitation of the transition process.

For example, the 2002 joint consensus statement by the American Academy of

Pediatrics (AAP), American Academy of Family Physicians (AAFP), and American
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College of Physicians (ACP) highlighted and endorsed the importance of a seamless,
efficient, and comprehensive transition to adult care for the AYA with a chronic
condition (American Academy of Pediatrics, 2002). Also, the 2003 Society for
Adolescent Medicine position paper endorsed transition programs as a means for an
effective transition and advocated coordination of such programs by the collaborative
efforts of both pediatric and adult health care providers and elimination of factors that
impede successful transition (Rosen et al., 2003). This position paper also recommended
education of patients, families, and providers on the importance of transition preparation
and an increase in the number and training of adult health care providers available to
meet the needs of this population (Rosen et al., 2003). In addition, there was a consensus
for the development of evidence-based best-practice guidelines (Rosen et al., 2003).
Lastly, the position paper identified the need for additional research to examine the
transition process (Rosen et al., 2003). Furthermore, the 2011 AAP clinical report
provided best-practice guidelines to health care providers to ensure the facilitation of an
uninterrupted, high-quality, and developmentally appropriate transition process to adult
care beginning early in adolescence (American Academy of Pediatrics, 2011; White,
McManus, McAllister, & Cooley, 2012). Finally, the 2015 consensus statement of the
Association of Pediatric Hematology/Oncology Nurses and the American Society of
Pediatric Hematology/Oncology endorsed the practice of transitioning every AYA with
SCD between age 13 and 19 years and transfer to the adult health care system under the
coordinated efforts of both pediatric and adult health care providers (Bryant et al., 2015).
Following the release of the consensus statements and clinical reports by medical

experts and health organizations, Got Transition, a program of the Center for Health Care
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Transition Improvement, identified six core elements essential to the successful transition
(American Academy of Pediatrics, 2011; The Center for Health Care Transition
Improvement, 2014). The six core elements primarily serve as best-practice guidelines
for healthcare providers to improve current transition practices, programs, and services
for the AYA with a chronic condition (American Academy of Pediatrics, 2011; The
Center for Health Care Transition Improvement, 2014; White et al., 2012). The six core
elements define the key components of a model transition program, which include: 1)
establishing policy; 2) developing a system for tracking and monitoring; 3) assessing
transition readiness routinely; 4) planning and preparing the AYA,; 5) transferring of care;
and 6) completing transfer of care with integration into the adult health care system (The
Center for Health Care Transition Improvement, 2014; White et al., 2012). Lastly, Got
Transition, under the umbrella of the Center for Health Care Transition Improvement,
developed resources and self-assessment tools for quality assurance that measure
progress toward the successful transition and improvement of support services and
programs (The Center for Health Care Transition Improvement, 2014). The resources
and tools available to health care providers include readiness assessment surveys,
individual flow sheets, transfer of care checklists, and post-transfer to adult care feedback
surveys (The Center for Health Care Transition Improvement, 2014; White et al., 2012).
In summary, SCD is a chronic and potentially life-threatening hematological
disorder. Nevertheless, a growing number of the pediatric population with this disease
survive into adulthood with the need for a purposeful and planned transition from
pediatric to adult care. However, the transition process is often marked by a host of

challenges, increased vulnerability, and higher health care utilization and medical costs.
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To address the complexities encountered during this process, the medical community
over the last two decades has explored the barriers, implications, perceptions, and
limitations of this process. This review of literature identified a consensus on best-
practice guidelines and the six core elements of a successful health care transition that
will aid healthcare providers in facilitating a more efficient transition process. In
addition, healthcare providers and policy makers endorse transition planning and
preparation for every AYA with SCD, coordinated by both pediatric and adult health care
providers. Likewise, health care providers and policy makers advocate for transition
programs as a plausible strategy to facilitate successful transition.
Challenges and Barriers to Transition

There are a host of challenges and barriers to transition of the AYA with SCD that
may impede or inhibit successful transition. The challenges and barriers include
emotional concerns, fears, and anxieties of the adolescent, young adult, and family
caregiver(s), and lack of preparation of the AY A with SCD, health care providers, and
health care system.

Emotional Concerns, Fears, and Anxieties

Adolescents and young adults. The identified barriers to transition relevant to the
emotional concerns, fears, and anxieties of the AYA are reluctance to leave pediatrics,
mistrust of the adult health care provider and health care system, and lack of knowledge
about SCD and transition mastery skills necessary to responsibly and independently
navigate the adult health care system (Bryant et al., 2011; Hauser & Dorn, 1999;
McPherson et al., 2009; Smith et al., 2011; Telfair et al., 2004b; Telfair et al., 1994;

Tuchman et al., 2008; Wojciechowski et al., 2002). For example, Bryant et al. (2011), in
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a descriptive phenomenological study of the transition experience among a purposive
sample of 14 AYA with SCD and Thalassemia, found transition to be a period of
adjustment, sadness, abandonment, and apprehension about the identification of an adult
provider and transfer to the adult health care system. Similar findings were previously
described by Hauser and Dorn (1999), Wojciechowski et al. (2002), and Telfair et al.
(2004b) on the transition experience, concerns, and expectations of the AYA with SCD.
The researchers of the latter study in a nationwide survey among a cross-sectional sample
of 172 AY A with SCD found five primary concerns about the transition experience to
adult care. The primary concerns of this national study included: (a) lack of information
about the transition process; (b) reluctance to leave their current pediatric provider; (c)
unfamiliarity with the new adult care providers; (d) fear of being treated as an adult; and
(e) lack of financial means to pay for health care costs.

In a two-part quantitative descriptive investigation of a transition program’s
impact on disease knowledge scores, concerns, and emotions related to the transition
process, Smith et al. (2011) found a broad range of both positive and negative concerns
pre- and post-transition in a convenience sample of 33 AYA with SCD. Similar to the
qualitative findings of Bryant et al. (2011), Hauser and Dorn (1999), and Wojciechowski
et al. (2002), the researchers of this study found AYA are reluctance to leave the
familiarity of pediatric care. Additionally, the study identified AYA’s concerns, fears,
and anxieties about establishing a relationship with a new and unfamiliar provider,
finding an adult provider with expertise in SCD management, and having limited
experience with autonomous decision-making, self-management skills, and adult health

responibilities. Furthermore, the findings of Smith et al. (2011) are similar to the
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previous quantitative findings of Telfair et al. (1994), who explored the transfer concerns
of adolescents (n = 36) and young adults (n = 60) with SCD. In this study, the researchers
found mixed emotions and transfer concerns relative to successful transition. The
concerns were related to treatment as an adult with SCD, means of payment for medical
care, adult health care providers’ knowledge, understanding, and management of SCD,
and reluctance in leaving the long-term relationship with the pediatric care program.
Family caregiver(s). The literature review also revealed that family caregiver(s)
harbored a mistrust of the adult health care system, expressed a lack of confidence in the
adult health care provider’s ability to manage SCD, and were concerned about the
development of self-management skills, autonomy, and adherence with medical care by
the AY A once pediatric care was terminated (Hauser & Dorn, 1999; Porter et al., 2014;
Telfair et al., 1994). For example, Porter et al. (2014) recruited convenient and
purposeful sample of (n = 12) families of the AY A with SCD from a comprehensive
pediatric SCD program to explore the perspectives of the adolescent (n = 11), their
siblings (n = 11), and caregivers (n = 12) on the transition to adult care. In this
descriptive qualitative study, the researchers found three core themes surrounding the
concerns of caregivers: (a) lack of preparation on behalf of the AYA in the development
of disease knowledge and self-management skills; (b) adult providers’ lack of knowledge
about SCD; and (c) lack of available and identifiable adult health care providers. Similar
findings were previously reported in the qualitative research of Telfair et al. (1994), who
explored concerns, issues, and expectations in a cross-sectional survey of adolescents (n
= 36), young adults (n = 60), and caregivers (n = 25). In this study, the researchers found

five primary concerns of the caregivers: (a) leaving the familiarity of pediatrics; (b) AYA
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ability to assume adult health responsibilities; (c) adult health care providers’ lack of
understanding SCD; (d) adult health care providers’ lack of belief in the AY A report of
pain severity and appropriate pain management; and (e) anxiety related to the transfer of
care process.

In addition, caregivers were also reluctant to “let go” or assume a more supportive
rather than a central role, thus not allowing the AYA to take on a more independent and
self-sufficient role as a young adult (Blum et al., 1993; Lebensburger et al., 2012; Porter
etal., 2014; Rosen et al., 2003; Telfair et al., 1994). For example, in a descriptive study
by Speller-Brown et al. (2015) of parents and AYA with SCD ages 14 to 21 years, dyads
(n = 60) sought to examine and measure perceptions of transition readiness and transfer
to adult care. The researchers found that parental involvement in health care and
perception of preparedness to assume complete responsibilities had a strong positive
correlation with the development of transition readiness regarding autonomy and adult
health responsibilities but had a negative correlation with perceived readiness to transfer
to adult care. Similarly, Telfair et al. (1994) in a cross-sectional survey of caregivers (n =
25) over a five-month period found 11 (44%) of caregivers were concerned about the
acquisition of autonomy and adult health responsibilities needed to seek medical care and
manage the disease independent of the caregiver.

Lack of preparation. The literature also showed that AYA with SCD were often
not adequately prepared for the transition to adult care and often had difficulty accepting
adult health responsibilities and autonomy for self-management and seeking medical
management independently (Burlew et al., 2000; McPherson et al., 2009; Newland, 2008;

Pinckney & Stuart, 2004; Sobota et al., 2014; Speller-Brown et al., 2015; Wojciechowski
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et al., 2002). For example, Sobota et al. (2014) conducted a pilot study to assess and
describe both knowledge and psychological readiness for transition among a convenience
sample of AYA with SCD ages 18 to 22 years (n = 33). In this study, the researchers
assessed five knowledge skill sets (medical, educational, health benefits, social support,
and independent living) over a period of two years and three areas of psychological
readiness for transition (feelings, stress, and self-efficacy). Findings indicated that 23
(73%) of AYA did not know their baseline hemoglobin level, 12 (36%) did not
understand the different types of available health insurance, 17 (52%) did not know about
the resources available at community-based SCD programs, 5 (15%) did not know how to
self-schedule an appointment with a health care provider, and 7 (21%) had not attended
an appointment with a health care provider independent of a parent or caregiver. The
findings of Sobota et al. (2014) are similar to the previous quantitative findings of
McPherson et al. (2009), which examined transition readiness in a sample of 70 AYA
with SCD ages 14 - 20 years as well as the qualitative findings of Hauser and Dorn
(1999) and Wojciechowski et al. (2002) who found that AY A with SCD transfer to adult
care with little or no education, direction, or preparation on the transition process.

Health Care Providers

Lack of involvement in transition. Although the need for health care provider
involvement in the coordination and facilitation of successful transition has been
acknowledged, another barrier identified in the literature review was the lack of physician
participation in the transition process (Sobota et al., 2011; Telfair et al., 20044;
Wojciechowski et al., 2002). In a national cross-sectional survey of pediatric and adult

health care providers from multiple disciplines (n = 72), Telfair et al. (2004a) sought to
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investigate providers’ involvement in the transition process, their expectations of the
transitioned young adult with SCD, and their perspective on the need for transition
programs. The researchers found 73 (67%) of the respondents were involved in the
transition of AY A with SCD, and many expected the transitioned young adult to exhibit
adult health responsibilities similar to the more recent quantitative findings of Sobota et
al. (2011). The researchers of this latter study sought to describe the transition practices
of pediatricians at a comprehensive sickle cell center’s outpatient pediatric clinic. The
respondents of this study acknowledged the need for transition programs to aid in the
development of adult health responsibilities in this population. Reasons cited for the
need of such programs included: (a) education of AYA about the transition process and
expectations; (b) acquisition of individualized transitional needs; (c) mechanism to
address barriers to transition; (d) promotion of autonomy and adult health
responsibilities; and () communication between pediatrics and adult health care
providers in a timely and efficient manner. Of interest, in comparing the provider
responses, Telfair and colleagues found that nurse practitioners (86%) were more likely
to be involved in the transition process than other health care providers who responded to
the survey.

Availability of skilled and trained adult health care providers. Another barrier
to successful transition identified in the literature was the health care providers’ lack of
medical training and education, limited exposure to individuals with SCD, and overall
discomfort expressed by general internists regarding the medical management of SCD
and related disease complications (Mainous et al., 2015; Okumura et al., 2008; Telfair et

al., 2004a). Mainous et al. (2015) conducted a survey for the Council of Academic
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Family Medicine Educational Research Alliance related to the treatment of SCD by
practicing family physicians in the United States. In this study, the researchers surveyed
3,158 physicians, with a response rate of 1,060 (34%), to assess comfort with and
concerns about managing patients with SCD and related complications and their
willingness to collaborate with a sickle cell specialist or hematologist in SCD
management. Mainous et al. (2015) found that 848 (80%) of the family physicians
surveyed reported not feeling comfortable with the overall management of SCD. These
results are similar to previous quantitative findings by Okumura et al. (2008), in which
the researchers found that one-third of health care providers in a randomized sample of
1,288 U.S. general internists and pediatricians were not comfortable providing care for
young adults with SCD. However, Mainous et al. (2015) found that 67.8% of the
surveyed physicians were willing to manage individuals with SCD in collaboration with a
sickle cell specialist or hematologist. The researchers also found a significant difference
in comfort level among physicians who provided care for individuals with SCD
compared to those who did not in their current practice or previous training. There was
also a significant difference in comfort level related to the age of the physician with
physicians under the age of 50 being more comfortable in the treatment and management
of the individual with SCD compared to the physicians over 50 years old.

Health Care System

Inadequate or lack of health insurance. The literature also revealed that many
AYA lose insurance benefits available to them when they turn 18 or 19 years of age and
are subsequently uninsured or under-insured (Boulet, Yanni, Creary, & Olney, 2010;

DeBaun & Telfair, 2012; McManus et al., 2013; O'Sullivan-Oliveira, Fernandes, Borges,
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& Fishman, 2014; Okumura et al., 2008; Sobota et al., 2011; Tuchman et al., 2008). This
decline in access to ongoing health insurance was demonstrated by Fortuna et al. (2012)
in an examination of the data from the National Ambulatory Medical Care and National
Hospital Ambulatory Medical Care Survey between 1998 and 2008 of health care visits
by young adults ages 18 to 30 years with a chronic condition. Fortuna et al. (2012) found
that limited or no health insurance was a risk factor for an unsuccessful or delayed
transition, similar to the qualitative and more recent findings of Bemrich-Stolz et al.
(2015). The researchers of the latter study sought to identify barriers to transition by
exploring the transition experiences of adult patients (n = 10) ages 18 and older with
SCD. The researchers found the AYA with SCD were not prepared for the transfer of
care to the adult health care system related to the mistrust of the adult care provider and
health care system and concurrent stressors of employment, personal relationships, and
lack of adequate health insurance. In addition, the researchers found the AYA with SCD
had negative experiences during the transition process related to three common themes:
(@) living with sickle cell disease as an adult, subdivided into five categories; (b)
emotions experienced during transition such as a feeling of abandonment by the pediatric
provider; and (c) lack of self-efficacy and self-care skills. The five subcategories of
living with SCD as an adult included: (a) mistrust of physicians; (b) access to care; ()
insurance; (d) employment; and (e) relationships. The insurance category was further
divided into three subcategories of common themes: (a) loss of insurance; (b) physician
acceptance of insurance; and (c) limitations on the number of prescription refills covered

by health insurance.

38



Il-equipped health care system. The current health care system has relatively few
comprehensive sickle cell centers nationwide that provide comprehensive, quality
healthcare, and psychosocial support services, and most are located in urban areas
impacting access to transition programs (Andemariam et al., 2014; Bemrich-Stolz et al.,
2015; Hankins et al., 2012; Mennito & Clark, 2010; Quinn, 2013; Smith et al., 2011;
Telfair et al., 2003; Williams et al., 2015). Furthermore, many young adults 19 years of
age and older have no source of routine comprehensive care or social services support
necessary to facilitate transition to the adult health care system (Callahan & Cooper,
2006; Dickerson, Klima, Rhodes, & O'Brien, 2012; Lotstein, Kuo, Strickland, & Tait,
2010). There are also notable differences between the AY A with SCD in urban versus
rural areas regarding access to and utilization of health care services such as an adult
hematologist or sickle cell provider (Sobota et al., 2011; Telfair et al., 2003). In addition,
there are geographic disparities in health care services for routine outpatient management,
transition, and psychosocial services, as well as utilization of local emergency rooms and
urgent care centers with individuals living in urban areas having better access to a greater
number of services (Andemariam et al., 2014; Telfair et al., 2003; Williams et al., 2015).
Such findings were demonstrated in a retrospective review of the data retrieved from the
Sickle Cell Disease Registry in the State of Alabama by Telfair et al. (2003).

Researchers of this study examined the relationship between socioeconomic factors and
geographic distribution to the utilization of medical services over a two-year period at
four tertiary centers in a cross-sectional sample of 662 individuals with SCD in the state
of Alabama. The socioeconomic factors examined were community distress, physical

functioning, and medical problems. In the examination of these socioeconomic factors,
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Telfair and colleagues found individuals with SCD residing in urban areas have higher
annual income, lower community distress and medical problem index, and higher
utilization of medical services at a comprehensive sickle cell center or tertiary care center
compared to those individuals in rural areas. Furthermore, the decreased frequency of
routine outpatient clinic visits for medical and preventive health care services has been
associated with distance traveled in excess of 20 to 30 miles and is considered a risk
factor for an unsuccessful transition (Andemariam et al., 2014; Fortuna et al., 2012;
Mayer, 2008; Telfair et al., 2003; Williams et al., 2015).
Transition Programs

A conceivable approach to address challenges, barriers, and factors for an
unsuccessful transition may be a transition program that educates the AY A with SCD in
preparation for the change in routine, expected behaviors, roles, responsibilities,
environment, and learning (Andemariam et al., 2014; Doulton, 2010; Hankins et al.,
2012; Smith et al., 2011; Sobota et al., 2014; Telfair et al., 1994; Williams et al., 2015).
The Pediatric to Adult Care Transition (PACT) program at the University of South
Alabama Comprehensive Sickle Cell Center (USA-CSCC) implemented in 2012 is an
example of such programs. This program provides activities and services that educate the
AYA with SCD about the disease and prepares them with the transition mastery skills of
self-care and self-advocacy through the collaborative efforts of both pediatric and adult
health care providers. The transition activities and services consist of educational
sessions with age-appropriate and hemoglobinopathy-specific workbooks and videos on
SCD, medications and treatment options, insurance requirements, and transition process.

Additionally, referrals are made to the social worker at the local community-based
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organization for assistance with transportation, access to vocational rehabilitation
services, and tutorial programs. The transition activities and services are orchestrated by
a transition nurse coordinator who serves as a liaison between the patient, caregiver,
social workers, pediatrics and adult care providers. Likewise, the transition nurse
coordinator conducts disease knowledge and transition readiness assessments during the
routine pediatric clinic visits in preparation for the transfer of care. Finally, the transition
nurse coordinator schedules and facilitates participants’ transfer of care to the newly
identified adult health care providers and conducts a post-transfer assessment.

However, evaluation of such transition programs for the AYA with SCD is
limited, since there are relatively few transition programs in the United States. Only three
studies were identified from the literature search (Andemariam et al., 2014; Hankins et
al., 2012; Smith et al., 2011). The three studies identified sought to examine the impact
of a transition-pilot program at varying levels of developments on two components of the
transition process, transfer of care and disease knowledge (Andemariam et al., 2014;
Hankins et al., 2012; Smith et al., 2011).

In a retrospective review of 47 AY A with SCD who participated in a three-phase
transition program over the course of five years, Andemariam et al. (2014) examined
both clinical and nonclinical factors for an unsuccessful transition and transfer to adult
care among study participants. Andemariam et al. (2014) found that 68% of the
participants in this program successfully transferred to adult care, which was defined as
attendance of at least one adult care appointment within 12 months after termination of
pediatric care, whereas 32% did not transfer successfully and were lost to medical follow-

up, similar to previous findings by Hankins et al. (2012) and Fortuna et al. (2012). The
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factors found to be influencing contributors to an unsuccessful transition included: (a)
hemoglobinopathy status with markers of milder disease severity and no chronic
transfusion therapy; (b) age greater than 21 years at the time of transitioning; and (c)
travel distance from home greater than 20 to 30 miles to the healthcare center. In
addition, Andemariam et al. (2014) found that the risk for an unsuccessful transition was
higher at 9 (50%) among individuals with HbSC and HbSB* Thalassemia (n =18)
compared to 6 (21%) among individuals with HbSS and HbSB® Thalassemia (n = 29), p =
.04. The researchers also found the risk for an unsuccessful transition was higher at 14
(42%) among individuals not on a chronic transfusion regimen (n = 33) compared to only
one of (n = 14) individuals on a chronic transfusion regimen at 7%, p = .02.

In a retrospective analysis, Hankins et al. (2012) examined the feasibility of a
one-day transition pilot program, overall participation, and effects of such a program on
the transfer of care without interruption to an adult hematologist. In this study, Hankins
et al. (2012) invited 83 adolescents, of which 34 (41%) agreed to participate, and found
that 25 of the 34 (74%) participants completed the transfer to adult care without
interruption and within three months, compared to only 16 of the 49 (33%)
nonparticipants (p = .0002) and 11 out of 75 (15%) patients at this sickle cell center prior
to the implementation of this pilot program (p < .0001). At the conclusion of this one-
day transition pilot program, all of the study participants, their parents, and health care
providers rated the program as helpful or very helpful.

In a descriptive clinical investigation, Smith et al. (2011) examined the initial
impact of participation in a transition program incorporated within the context of routine

clinic visits on knowledge about SCD, expressed transition concerns, and emotional
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response to the transition process. This pilot program consisted of lectures and written
materials covered over the course of 12 educational sessions presented by a child life
specialist. The researchers recruited 35 AYA ages 15-18 years of whom 33 (94%) agreed
to participate. After the completion of three out of the 12 educational sessions of this pilot
program, Smith et al. (2011) conducted an assessment of SCD knowledge score of the
program participants. The researchers found that SCD knowledge scores increased by 8%
compared to baseline scores with the mean number of correct answers on the SCD quiz
of 9.52 of 12 (95% CI: 8.76-10.27, p = 0.07). Smith et al. (2011) also hypothesized that
earlier onset of participation at 13 years of age and an increase in the number of
completed educational sessions in the transition program would have resulted in
improved SCD knowledge scores. An interesting finding was the mixture of both
negative and positive concerns and emotions about transition by the study participants
both before and after program participation. The concerns and emotions about the
transition process found were related primarily to the transfer of medical care to a new
and unfamiliar health care provider; these were similar to the concerns reported in
qualitative studies on the perspectives of AYA with SCD regarding the transition
experience conducted by Bryant et al. (2011), Hauser and Dorn (1999), Sobota et al.
(2014), and Wojciechowski et al. (2002).

In summary, previous research supports the efficacy of transition programs as a
strategy to facilitate successful transfer of care. However, evidence is sparse and
limitations exist. The limitations include: a) small and convenience sample sizes (n <
50); b) lack within and between group comparisons; c¢) selection bias with a purposeful

sample; and d) absence of a conceptual framework to guide development and
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implementation of studies (Andemariam et al., 2014; Hankins et al., 2012; Smith et al.,
2011). Research findings were also limited to quantitative studies (Andemariam et al.,
2014; Hankins et al., 2012; Smith et al., 2011), and lack defined disease-specific key
indicators and outcome measures of successful transition, as well as the utilization of
validated and reliable measurement instruments. Despite these limitations, the previous
research’s use of the purposeful and convenience sample worked well to inform future
researchers about the defined population and problem under investigation. However,
questions remain on the efficacy of transition programs and what constitutes successful
transition. Additionally, gaps exist in the literature on the impact of program participation
on successful transfusion and how these programs may influence the transition process.
Identified Gaps in the Literature

Gaps exist in the literature related to successful transition of the AYA with SCD
(DeBaun & Telfair, 2012; Treadwell et al., 2011). The gaps include unanswered
questions regarding disease-specific educational, medical, and psychosocial indicators
and outcome measures of successful transition (Andemariam et al., 2014; DeBaun &
Telfair, 2012; Hankins et al., 2012; Smith et al., 2011; Treadwell et al., 2011). Previous
research investigated only two components of transition: disease knowledge scores and
adherence with the transfer of care as evidenced by a confirmed adult care appointment
and the exchange of health information with an adult health care provider (Andemariam
et al., 2014; DeBaun & Telfair, 2012; Hankins et al., 2012; Smith et al., 2011). In
addition, previous research did not investigate self-care, self-advocacy, and autonomous
decision-making skills as outcome measures of successful transition (Andemariam et al.,

2014; Hankins et al., 2012; Smith et al., 2011). Furthermore, previous research examined
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diverse programs of varying content, availability of resources, organizational format, and
level of development in relation to the six core elements of successful health care
transition which may affect study findings (Andemariam et al., 2014; Hankins et al.,
2012; Smith et al., 2011). Lastly, previous research did not provide clear insight into the
impact of participation in transition programs from the perspective of the AYA with SCD
who have experienced this process.

In addition, fundamental questions about the impact of participation in a transition
program on successful transition have not been definitively answered that address the key
indicators and outcome measures of successful transition for the AYA with SCD. The
following questions are largely unanswered by previous research. (a) What are the key
indicators and outcome measures of successful transition in the AYA with SCD? (b)
Does an increase in SCD knowledge scores correlate with successful transition? (c) Does
participation in a transition program correlate with successful transition? (d) Does
hemoglobinopathy status, disease severity, plan of treatment, distance to clinic in miles,
and timing of the onset of transition have an influence successful transition? Clearly,
further research is warranted that examines, analyzes, measures, and promotes
understanding of the impact of participation in a transition program on the successful
transition with disease-specific key indicators and outcome measures (American
Academy of Pediatrics, 2002; Andemariam et al., 2014; Blum et al., 1993; DeBaun &
Telfair, 2012; Hankins et al., 2012; Rosen et al., 2003; Smith et al., 2011; Suris & Akre,
2015). Further research is also warranted to ensure clarity on what constitutes successful

transition and what best defines an effective transition process in the SCD clinical setting.
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Schlossberg’s Transition Framework

Nancy K. Schlossberg’s Transition Framework is a holistic model for analyzing
and understanding adaptation to transition and provides a conceptual guide for
examining, exploring, and assessing the transition of the AY A with SCD from pediatrics
to adult care (Lenz, 2001; Schlossberg, 1981; Schlossberg et al., 1995; Winter, 2014).
This framework assumes transition is an anticipated process that occurs over time with a
change in routine, expected behavior, role, learning, and responsibility (Schlossberg,
2011; Schlossberg et al., 1995). Another assumption and strength of this framework is its
broad view regarding the variability of an individual’s perception of the transition and
availability of potential resources for coping and adaptation (Lenz, 2001; Schlossberg,
2011; Schlossberg et al., 1995; Winter, 2014). This framework has three main concepts:
(a) approaching transition; (b) taking stock of coping resources; and (c) taking charge of
the transition with new strategies (Schlossberg, 1981, 2011; Schlossberg et al., 1995).

Approaching transition defines the nature and an individual’s perception of the
transition: (a) type; (b) relativity; (c) context; and (d) impact (Schlossberg et al., 1995).
In addition, approaching transition provides an understanding of the best approach
available for an individual to cope with and adapt to the transition. Taking stock of
coping resources identifies four factors considered to be assets and/or liabilities that may
influence how individuals cope with and adapt to the transition: (a) self; (b) situation; (c)
support; and (d) strategies (Schlossberg, 1981; Schlossberg et al., 1995). Self
encompasses the individual personal and demographic attributes (Schlossberg, 1981,
2011; Schlossberg et al., 1995). Situation refers to the timing, triggers, duration, and

concurrent stressors (Schlossberg, 1981, 2011; Schlossberg et al., 1995). Support
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identifies the availability of internal and external environmental factors of support such as
the family, community services, and institutional (Schlossberg, 1981, 2011; Schlossberg
etal., 1995). Strategies refer to measures individuals use to navigate through or cope
with the transition (Schlossberg, 1981, 2011; Schlossberg et al., 1995). Schlossberg
refers to these factors as “The 4 S System,” which are also described as variables or
factors that may influence the transition process (Schlossberg et al., 1995, p. 26). In
addition, taking stock of coping resources assumes that individuals approach transition
differently depending on the ratio of assets to deficits pre- and post-transition and allow
for changes in the ratio of assets and/or liabilities as an individual’s situation,
interactions, and reactions change over time (Schlossberg, 1981). Taking charge
describes an individual’s reaction to the transition and occurs with the use of new
strategies and acceptance of and integration with the change in routine, expected new
behavior, role, learning, and responsibility (Schlossberg, 1981; Schlossberg et al., 1995;
Winter, 2014).

Although utilization of Schlossberg’s Transition Framework has been limited in
the field of nursing and adolescent care, this framework does provide a conceptual guide
to explain, explore, and promote understanding of the transition of AYA (Chickering &
Schlossberg, 1995; Lenz, 2001; Patton & Davis, 2014; Schlossberg, 1981, 2011,
Schlossberg et al., 1995; Winter, 2014). In the field of adolescent care, Schlossberg’s
Transition Framework was used to guide an investigation and description of the transition
experiences (pre, during, and post) of a young child from the home into state care and
displaced African-American college students following Hurricane Katrina (Patton &

Davis, 2014; Winter, 2014). Despite its limited use in this field, this transition
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framework does provide a guide to capture and describe both clinical and non-clinical
factors that may influence the ability of the AYA to cope with and adapt to the changes
associated with the transition process to adult care (Chickering & Schlossberg, 1995;
Lenz, 2001; Patton & Davis, 2014; Schlossberg, 1981, 2011; Schlossberg et al., 1995;
Winter, 2014). The utilization of this transition framework in research investigating the
transition of the AYA with SCD would: (a) address gaps in the health sciences literature
on its usefulness in research involving the care of adolescents and young adults; (b)
explore and explain the transition process theoretically, conceptually, and in practice; and
(c) expand knowledge on the transition experience in this population (Chickering &
Schlossberg, 1995; Schlossberg, 2011; Schlossberg et al., 1995; Winter, 2014). Lastly,
this transition framework provides health care providers and researchers with a
comprehensive model to examine, inform, and expand current transition practices and
programs to improve the transition experience of this population (Schlossberg, 1981;
Schlossberg et al., 1995).

In summary, the transition of the AYA with SCD involves a process of moving
from dependency to independence with disease knowledge, adult health responsibilities
for self-care and self-advocacy, new relationships with adult care providers, and
adaptation to the differences between the pediatric and adult health care system (Blum et
al., 1993). Schlossberg’s Transition Framework describes transition as a gradual process
that results in a change in routine, new pattern of behavior, role, learning, and
responsibilities (Schlossberg, 1981; Schlossberg et al., 1995). This framework provides a
starting point to examine and understand the complexities of the transition process by

acknowledging the nature of the transition, factors that contribute to or impede the
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transition process, and the individual’s ability to take charge of new strategies to cope
with and adapt to the transition (Schlossberg, 1981, 2011; Schlossberg et al., 1995).
How This Mixed Methods Research Study Addressed the Identified Gaps

This MMR study addressed the remaining questions and identified gaps in the
literature by focusing on the impact of participation in a transition program on successful
transition and investigating all components of the transition process with disease-specific
key indicators and outcome measures. In this MMR study, the key indicators and
outcome measures of successful transition were conceptualized as: (a) development of
disease knowledge related to hemoglobinopathy status, prophylaxis and therapeutic
medications, and ongoing access to insurance; (b) acquisition of self-care and self-
advocacy skills; and (c) transfer to adult care within 60 days post-termination of pediatric
care for the AYA 19 years of age. It also examines potential factors such as
hemoglobinopathy status, disease severity, treatment plan, timing in a transition program,
and distance to clinic for medical services in order to provide new insight into the factors
that may influence adaptation to and coping with the transition process. In addition, this
study investigates the transition experience throughout the transition period by examining
the process, pre- and post- transition to inform the development of new strategies to
facilitate the process and improve the transition experience for the AYA with SCD.
Furthermore, it provides additional, evidence-based data to support and supplement the
previous findings regarding the efficacy of transition programs. Lastly, utilizing MMR
provides a more complete and in-depth understanding of the impact of participation in a
transition program on successful transition answers the questions “what works, how, and

2

why.
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In summary, current transition programs are based on assumptions, best-practice
guidelines, and principles for a successful transition. Little is known about the type,
format, and key components of a model transition program (Andemariam et al., 2014;
Hankins et al., 2012; Smith et al., 2011). Defined quality outcome measures of
successful transition are needed to evaluate the transition process in this population
(Andemariam et al., 2014; DeBaun & Telfair, 2012; Hankins et al., 2012; Rosen et al.,
2003; Sobota et al., 2011; Suris & Akre, 2015). In addition, questions remain and gaps
exist in the literature on the impact of participation in transition programs as a potential
strategy to facilitate a more effective transition process (Abel et al., 2015; Andemariam et
al., 2014; Betz & Redcay, 2005; Hankins et al., 2012; Quinn, 2013; Smith et al., 2011,
Tuchman et al., 2008). Therefore, the focus of this MMR study was to examine an
existing transition program to: (a) contribute to the current evidence; (b) define disease-
specific indicators of successful transition; (c) refine current transition programs; (d)
inform transition practices and future programs; and (e) develop new strategies to
improve the transition experience in this population.

Mixed Methods Study Design

Mixed methods research is a scientific method in which researchers use
quantitative and qualitative methodologies to collect and analyze data in a single study to
provide a holistic examination and comprehensive understanding of a complex real-life
problem (Johnson, Onwuegbuzie, & Turner, 2007; Plano Clark & Ivankova, 2016; Polit
& Beck, 2012). This approach utilizes all possible methods of inquiry, data collection
and analysis, and integration of multiple sources to provide the best and most robust

answer to and comprehensive understanding of a research problem (Creswell & Plano
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Clark, 2011; Plano Clark & Ivankova, 2016). At the same time, this approach allows the
researcher to capitalize on the strengths and non-overlapping weaknesses of the
quantitative and qualitative methods and reduces the possibility for an alternative
explanation of the results to produce more credible and generalizable study findings
(Plano Clark & Ivankova, 2016). Furthermore, from the pragmatists’ perspective, MMR
draws on many ideas, values both objective and subjective knowledge, and utilizes
multiple approaches to address the research problem and tells the whole story with
credible and validated findings (Creswell & Plano Clark, 2011).

Concurrent Quantitative + Qualitative Study Design

The concurrent quantitative (quan) + qualitative (qual) study design is an MMR
approach that can be used to evaluate effects of an intervention (Creswell & Plano Clark,
2011; Hanson et al., 2005; lvankova, 2015; Johnson et al., 2007; Plano Clark &
Ivankova, 2016). This study design collects, analyzes, and integrates both data sources
concurrently with equal priority to address different and related aspects of the research
problem in a complementary manner (Creswell & Plano Clark, 2011; Plano Clark &
Ivankova, 2016). In addition, it compares and synthesizes results of both methodologies
in an attempt to confirm, corroborate, and validate study findings and conclusions
(Creswell & Plano Clark, 2011; Hanson et al., 2005; Johnson et al., 2007; Plano Clark &
Ivankova, 2016).

However, data integration of the quantitative and qualitative results with this
study design may prove to be challenging, as results may yield conflicting findings and
make it difficult to draw meaningful conclusions (lvankova, 2015; Plano Clark &

Ivankova, 2016). In addition, this design requires extensive time and resources for
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approval of the institutional review board, access to potential study participants, data
collections and analysis from multiple sources as well as expenses for printing study
related materials and transcribing focus groups and interviews (Creswell & Plano Clark,
2011). Nevertheless, an advantage of this study design is that joint collection and
analysis of multiple data sources can help defray related expenses and time commitment
to answer a research question (Plano Clark & lvankova, 2016). In addition, the
integration of the two sets of results: (a) answers research questions that cannot be
answered by any other means; (b) expands knowledge; and (c) produces more complete
and validated conclusions through the utilization of multiple and complementary data
sources and divergent views (Creswell & Plano Clark, 2011; Plano Clark & Ivankova,
2016). Finally, this study design allows researchers to draw meta-inferences reflective of
what was learned from integrating results from both methodologies to answer multiple,
related, and different research questions about the impact of participation in a transition
program on successful transition.

This research study answers multiple questions using quantitative and qualitative
data sources to aid health care providers refine current transition programs and develop
new programs, inform the development of new strategies to facilitate successful
transition, and improve the transition experience of the AYA with SCD. In addition, it
addresses the gaps in the literature and sparse findings of previous research on the
efficacy of transition programs. Furthermore, it recognizes the importance of
investigating all components of successful transition based on disease-specific indicators

and outcome measures related to SCD. Lastly, this study contributes to the current
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literature on the factors that may influence adaptation to and coping with the transition
process.

In summary, MMR allows researchers the freedom to collect and analyze data
with rigor, integrate findings, and draw inferences using quantitative and qualitative
methods and provides a comprehensive investigation and better understanding of
complex real-life phenomena, solve problems, and expand knowledge about issues of
importance (Johnson et al., 2007; Plano Clark & Ivankova, 2016; Polit & Beck, 2012).
Additionally, the concurrent quan + qual design is an MMR approach that permits
researchers to collect, analyze, and integrate multiple data sources concurrently with
equal priority to answer multiple, different, and related research questions in a timely and
efficient manner (Plano Clark & lvankova, 2016; Polit & Beck, 2012). Although the
concurrent quan + qual design has its advantages and disadvantages, this design provides
a holistic approach to best answer the “what, how, and why” relative to the impact of
participation in a transition program on successful transiton.

Alternative Research Design

An alternative research design to MMR s a single quantitative or qualitative
study design. A single quantitative or qualitative research study design would provide an
approach to investigate the impact of participation in a transition program on successful
transition. However, there are limiting factors noted with both the single quantitative and
qualitative methodology. The quantitative approach focuses on well-developed concepts
to examine cause-effect relationships with reliable and precise methods of measurement
but does not provide insight into how and why the cause-effect relationship exists (Polit

& Beck, 2012). In contrast, the qualitative approach provides a rich understanding,
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heightened awareness, and dialogue about a phenomenon to discover underlying patterns
and themes for a defined study population but lacks results that are generalizable to a
larger population or different setting (Creswell, 2013; Polit & Beck, 2012).
Consequently, neither the single quantitative nor qualitative study designs are sufficient
alone to capture the trends, interactions, nor details of the complexities and influencing
factors associated with the transition of the AYA with SCD. However, a MMR study
design: (a) allows for a more complete analysis of the complexities of transition; (b)
addresses “what works, how, and why”’; (¢) examines different but related research
questions; (d) confirms study results with multiple data sources; and (e) enhances the
validity of the study findings to draw meta-inferences and conclusions (Creswell & Plano
Clark, 2011; Hanson et al., 2005).
Chapter Summary

In summary, this literature synthesis demonstrated that the AYA with SCD
transition from pediatric to adult care is a major process in the lifelong medical
management of this chronic disease. Quantitative and qualitative studies have
investigated and documented the transition process and experience. From these studies, a
multitude of clinical and non-clinical factors, barriers, and challenges were described that
influenced the AYA’s successful transition. To address these issues encountered during
the transition process, health care providers and policy makers acknowledged and
endorsed transition planning and preparation for every AYA with SCD. As a result,
transition programs were developed nationwide as a plausible strategy for a more
efficient and timely transition process. However, current programs are limited and based

on a consensus of best-practice guidelines and assumptions. In addition, the evidence is
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scant and not definitive regarding the efficacy of such programs on successful transition.
To address these gaps, further research is warranted to provide evidence-based data with
disease-specific educational, medical, and psychosocial indicators and outcome measures
of successful transition. Suggestions for further research are identified to provide
additional insight into this complex process, contribute to the advancement of knowledge
in the health sciences literature, inform current and new transition programs, and improve

transition experience for a more effective and timely process in this population.
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CHAPTER THREE

METHODS

A descriptive, observational, cross-sectional concurrent quantitative
(quan) + qualitative (qual) study was employed to address the specific aims and
related research questions regarding the impact of transition program participation
on successful transition of the adolescent and young adult (AYA) with sickle cell
disease (SCD). Additionally, factors were assessed that may influence adaptation
to and coping with the transition process. The impact of transition program
participation was examined for the number of years in the program and
encounters with the transition nurse coordinator. The number of years and
encounters were examined for two categories: < 3 and >3 years. The factors
examined were hemoglobinopathy status, disease severity, treatment plan, and
distance to clinic. Additionally, distance to clinic was examined within the
context of miles traveled to the USA-CSCC for two categories: <30 and > 30
miles one way. The specific aims and related research questions were:
e Specific Aim 1). Determine the impact of transition program participation on
successful transition.
o Research Question 1). What is the impact of transition program participation
on successful transition as evidenced by: (a) knowledge of hemoglobinopathy
status, therapeutic and prophylaxis medications, and insurance requirements

for ongoing access to health care; (b) acquisition of self-care and self-advocacy
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skills necessary to self-schedule medical appointments, communicate medical
health history, and inquire about disease management and complications with
the adult care provider; and (c) transfer to adult care within 60 days post-
termination of pediatric care for the AYA 19 years of age?

o Research Sub-question 1. What influence do hemoglobinopathy status,
disease severity, treatment plan, and distance to clinic in miles for
medical services have on successful transition?

e Specific Aim 2). Describe the AYA with SCD thoughts, experiences, concerns,
and expectations of their transition program participation on successful transition.
e Research Question 2). What are the AYA with SCD thoughts, experiences,

concerns, and expectations of transition program participation on successful

transition?

e Specific Aim 3. Describe the quantitative with qualitative findings and clinical
implications on the impact of transition program participation on successful
transition of AY A with SCD that can inform the: (a) refinement of an existing
transition program; (b) development of new strategies to facilitate the successful
transition; and (c) improvement of the transition experience for this population.

e Research Question 3): What findings and clinical implications will emerge
after comparing the results from the quantitative with qualitative phase of data
analysis in order to lend clarity on the impact of participation in a transition
program on the successful transition of the AY A with SCD in order to inform

the: (a) refinement of an existing transition program, (b) development of new
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strategies to facilitate a more effective transition, and (c) improvement the
transition experience of this population?

This chapter presents a detailed description of the methodologies utilized
to address the specific aims and related research questions under investigation.
This description begins with an overview of the research design, setting and
sample, inclusion and exclusion criteria, and procedures for recruitment and
advertisement. Next, there is an account of the procedures used in the informed
consent process, protection of human subjects, and data collection. Afterward, a
discussion is provided of the instruments and methods used for data collection,
data management, and analysis. The description of the procedures and methods
employed for data collection of the concurrent quantitative + qualitative study
begins with the quantitative phase then the qualitative phase. Finally, this chapter
presents a discussion of ethical issues in relation to human subject research
involving the adolescent and minority participants and methods used to address
rigor and credibility of this study are presented.

Research Design

The descriptive observational study observes, describes, and documents
aspects of a phenomenon without manipulation and serves as a starting point to
generate hypotheses for future research in a larger population (Polit & Beck,
2012; Vogt, 2005). The cross-sectional study provides a snap-shot of a
phenomenon within a population at a particular or fixed point in time to describe
the status or existing relationships among variables of interest (Polit & Beck,

2012; Vogt, 2005). The concurrent quantitative (quan) + qualitative (qual) design
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collects and analyzes both quantitative and qualitative data simultaneously yet
separately with equal priority (Creswell & Plano Clark, 2011; Plano Clark &
Ivankova, 2016). In this design, the results of both data sets are integrated after
the completion of data analysis (Creswell & Plano Clark, 2011; Plano Clark &
Ivankova, 2016; Polit & Beck, 2012). The research activities of the concurrent

quan + qual design used in this study are depicted in Figure 3.
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Figure 3

Diagram of the Research Activities Used in This Concurrent Quan + Qual Study

Quantitative Qualitative
+
(Quan) (Qual)
Phase Phase
1 1
Data Collection Data Collection
STARx Focus Group
TRxANSITON Scale Telephone Interviews
Survey Instruments
l !
4 ) 4 )
Data Analysis Data Analysis
Descriptive and Content and
Inferential Statistics Thematic Analysis
\_ J - /

Integrate Results at the
Interpretative level through
Triangulation: Congruence

Draw Inferences from the Integrated Results in a
Discussion and Side-by-Side Joint Display

Procedural diagram of the research activities: Concurrent quan + qual study design.
Adapted from Plano Clark and lvankova (2016). Mixed methods research: A guide to the

field. Thousand Oaks, CA: Sage.
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This descriptive, observational, cross-sectional concurrent quan + qual study
sought to examine the impact of participation in a transition program on successful
transition of the AYA with SCD as well as factors that may influence adaptation to and
coping with the transition process using questionnaires, survey instruments, focus groups,
and interviews. The purpose was to provide new insight and a pathway to improve
existing transition practices and programs, develop new strategies to facilitate a more
effective transition process, and generate hypotheses for future research in a larger
population.

Setting

After Institutional Review Board (IRB) approval was obtained at the University
of Alabama at Birmingham and University of South Alabama, this study was conducted
at the University of South Alabama (USA)-Comprehensive Sickle Cell Center (CSCC)
and Sickle Cell Disease Association of America, community based-organization
(SCDAA-CBO) with administrative approval and support (see Appendices A-B). The
USA-CSCC was recognized in 1988 by the National Institutes of Health as one of the
nation’s major centers for SCD. This CSCC is the primary care site for both adult and
pediatric individuals with SCD who reside in the coastal and southern regions of
Alabama and bordering states of Mississippi and Florida. As such, the USA-CSCC
provides consultation services for the diagnosis, management, and treatment of
approximately 775 children and adults with SCD. In addition, it offers follow-up
services for the State of Alabama newborn screening program in nine counties.
Moreover, it has a pediatric to adult care transition (PACT) program that was

implemented in 2012 and an eligible sample pool AYA with SCD, ranging in age from
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13 to 21 years. Lastly, the USA-CSCC partners with the local SCDAA-CBO to provide
psychosocial support services to individuals affected by SCD.
Sample

A criterion, purposeful, maximum variation convenience sample of AYA with
SCD (n = 70) was recruited as potential study participants. The convenience and
criterion sample works well for recruiting individuals from a particular setting to
represent a population currently experiencing or that has experienced the research
problem under investigation (Creswell, 2013; Polit & Beck, 2012). Likewise, the
purposeful maximum variation sample allows the selection of a population to
purposefully inform the researcher about the research problem or question under
investigation with a wide range of variation in backgrounds and viewpoints (Creswell,
2013; Polit & Beck, 2012).

In this study, every current and recently transitioned participant of the Pediatric to
Adult Care Transition (PACT) program (n = 70) at USA-CSCC was targeted, screened,
and recruited as potential study participants. From this cohort, 9% (n = 6) did not meet
study eligibility requirements, 36% (n = 25) did not present to the pediatric or adult
outpatient sickle cell clinics during the recruitment and enrollment period, and 6% (n = 4)
did not consent to participate for unknown reasons. Nevertheless, 36% of the current (n
= 25) and 15% of recently transitioned (n = 10) participants of this transition program
were successfully recruited and consented to participate in this study. The combined

accrual rate was a total of 50% (n = 35).
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Inclusion Criteria

The criteria for inclusion consisted of the AY A with SCD ages 13-21 and
participant of a transition program either current or recently transitioned to adult care <
24 months with the ability to read, complete a self-report survey independently or
surrogate assistance, and speak English.
Exclusion Criteria

The criteria for exclusion consisted of the AY A with SCD with a cognitive,
visual, and/ or hearing impairment deemed incapable of the decision-making capacity by
the pediatric or adult care provider at USA-CSCC to give informed consent, assent, and
complete the research activities with accommodation or corrective devices.

Procedures

Recruitment

The procedures for recruitment began with a formal meeting with the pediatric
and adult medical providers, transition coordinator, pediatric and adult nursing staff, and
social worker at the study site. This meeting was conducted to discuss the purpose of the
research and present a brief overview of the study design and methods of data collection.
Afterward, several meetings were held with the transition and pediatric sickle cell nurse
coordinators to primarily identify and screen every participant of the PACT program for
eligibility and recruitment. Once identified, every participant of this program was
approached by the transition and pediatric sickle cell nurse coordinator in the privacy of
the exam room. The procedures for recruitment and enrollment occurred between
February 7" thru June 30" 2017 using advertisement approved by the IRB at UAB and

USA.
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Advertisement

Advertisement was circulated in two forms. First, an announcement was placed
in the USA-CSCC semi-annual newsletter distributed by standard delivery mail to every
SCD patient who receives care at this center (see Appendix E). The newsletter was also
distributed during the recruitment and enrollment period to every adult and pediatric
participant of the PACT program and parents by the transition and pediatric nurse
coordinators at the outpatient clinics. Secondly, a single page informational flyer was
distributed and discussed with every participant of the PACT program by the transition
nurse coordinator (see Appendix E). It was distributed by mail electronically and
standard delivery by the U.S Postal Services and discussed during a routine clinic visit at
the adult and pediatric outpatient clinics and after-school activities sponsored by the
USA-CSCC. Likewise, it was posted on the display board at the Learning Resource and
Development Center at the administrative office of the USA-CSCC, where participants of
the PACT program meet for various activities. Additionally, it was displayed at the local
SCDAA-CBO office in the foyer and after-school tutorial classrooms. Finally, the case
manager of the SCDAA-CBO distributed the flyer at community events held for
pediatrics clients during the period of recruitment and enroliment.

Prior to distribution, the flyer was critiqued by the principal investigator (PI),
dissertation chair, members of the dissertation committee with pediatric expertise, and the
director of the USA-CSCC. The critique of the flyer consisted of an appraisal for clarity,
reading level no greater than 8" grade, content, and sensitivity to the cultural, language,
age, and ethnic diversity of the AYA with SCD living in South Alabama and southern

coastal regions of Mississippi and Florida. The flyer provided a brief overview of the
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research study purpose and aim, procedures, risks and benefits, and contact information
of the PHI.
Informed Consent and Protection of Human Subjects

Informed consent.

Informed consent involved the AYA ages 13-21 as potential study participants.
Therefore, the process for informed consent included the AYA age >18 and assent of
minors under the age of 18 years and at least one parent or caregiver’s consent (See
Appendix F). The informed consent process involved full written and verbal disclosure to
each potential study participant with a detailed description of the research purpose,
procedures, risks, potential benefits, and selection process. This description also entailed
the responsibilities and time commitment required of the study participants for the
completion of the demographic questionnaire, survey instruments, focus groups,
interviews, and feedback on a narrative report of the study findings when applicable.
There was a statement describing the use of audio-recorders during the focus groups,
interviews, and location of the research activities. Furthermore, potential study
participants were informed of the researcher’s responsibilities, commitment, and
strategies to maintain confidentiality. Contact information was provided for the principal
investigator (PI) and IRB. Finally, the methods and frequency of communicating the
final details of the focus groups, interviews, courtesy reminders, and notification by the
researchers were described. Contact information of the study participants was obtained
during this process including home mailing address, email address, and home, cellular,

and alternative numbers when applicable.
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The process of informed consent was conducted by two trained research assistants
to address the potential for undue coercion. The research assistants were undergraduate
honor nursing students at the University of South Alabama, School of Nursing. Each
received Health Insurance Portability and Accountability Act (HIPAA) and National
Institutes of Health Office of Extramural Research Protection of Human Subject training.
During the informed consent process, the research assistant utilized age-specific scripts
developed by the researcher to ensure consistency during the process (see Appendix F).
Potential study participants were allowed to read and review the informed consent
document. After the document was read in its entirety and time was allotted for questions
to be addressed, an additional 15 minutes was given to allow for potential study
participants to re-read and review the document in the privacy of the exam room and
when applicable to discuss with the parent(s), caregiver(s), or significant other.

Signatures were then obtained from the study participants and the research
assistant collecting the informed consent documents. A copy was given to the study
participants. The signed original informed consent documents were stored as hard copies
in a locked file cabinet and electronic and electronic versions in a password protected
computer file folder under double lock-and-key system at the USA-CSCC. The
documents will be kept in storage at the USA-CSCC for the required seven years with
access limited to the PI, dissertation chair, key members of the dissertation committee,
and research team.

Protection of human subjects.

Research practices were employed throughout the study with the highest level of

ethical and moral integrity with respect to the protection of human subjects and their
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rights with special considerations given for this vulnerable and ethnically underserved
population. Extreme care was taken throughout the full written and verbal disclosure of
the research activities and informed consent process with respect to person, beneficence,
and justice. Similarly, confidentiality was maintained to assure privacy and in
observance of the policies of institutional and federal governing and regulatory bodies.

To ensure these measures, the informed consent documents were adapted to a
reading level no greater than 8" grade for ease of use and to insure clarity and
understanding, using the Microsoft 2013 readability statistics program (Polit & Beck,
2012). Additionally, the voluntary nature of participation and right to withdraw informed
consent at any time without consequences for the ongoing medical treatment or any other
expressions of prejudice was fully discussed during the informed consent process.
Furthermore, a one-time compensation was extended to the AYA for $20 and only one
transporting parent of the non-driving AYA to and from the focus groups for $15 in the
form of a Visa pre-paid gift card for a maximum number of two gift cards per household.
The maximum total amount of this one-time compensation given per study participant
was $35 for travel conducted outside of the routine clinic visit and related to the research
activities of the study.

In addition, authorization of the PI, dissertation chair, dissertation committee, and
key members of the research team to access, use, and disclose personal health
information (PHI) was included in the informed consent process. PHI was encrypted
with a randomly selected and unique identification number assigned for every study
participant. For additional protection, PHI was kept under a double lock-and key -system

with access limited by password to authorized personnel of the dissertation committee
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and research team only. Likewise, PHI computer and electronic databases created and
utilized were maintained under a double lock-and key-system, password accessible, and
limited to only authorize members of the dissertation committee and research team. The
elements and types of PHI consisted of: name, zip code to calculate travel distance, date
of birth, telephone numbers, and medical records numbers. PHI was collected utilizing a
modified version of the demographic questionnaire previously employed in a study by
Porter et al. (2014) involving a convenience sample of AYA with SCD (n = 11), siblings
(n =11), and their parents (n = 12) at a comprehensive sickle cell center by. Permission
with authorization to modify the questionnaire was obtained from the creator (see
Appendix C).

Specific Aim and Research Question 1

Quantitative data collection and measurement instruments.

To address specific aim and research question 1, quantitative data were collected
by trained research assistants using two valid and reliable survey instruments to measure
successful transition created by Cohen et al. (2015) and Ferris et al. (2012) at the
University of North Carolina at Chapel Hill School of Medicine-Kidney Center.
Permission was obtained from the original creators for the use of the survey instruments
(see Appendix C). Additionally, data was collected using the modified and paper study
demographic questionnaire previously utilized by Porter et al. (2014). Permission was
also obtained for the use and modification of this instrument. This questionnaire was
utilized to capture the factors described in the literature and Schlossberg’s Transition
Framework that may influence an individual’s ability to cope with and adapt to the

transition process (Andemariam et al., 2014; Lebensburger et al., 2012; Schlossberg,
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1981, 2011; Schlossberg et al., 1995). The data captured included: (a) participation in a
transition program for the number of years and encounters; (b) hemoglobinopathy status,
disease severity, and treatment plan; (c) distance to clinic in miles for medical care; and
(d) timing between termination of pediatric care and the first adult care medical
appointment (Andemariam et al., 2014; Schlossberg, 1981, 2011; Schlossberg et al.,
1995). Additionally, age, gender, and race; socioeconomic status and type of health
insurance; highest completed level of education, overall health status, home telephone
and mailing address, and cellular phone numbers were captured. After informed consent
was obtained, data was collected by the research assistants during a routine adult or
pediatric clinic visit in the privacy of the examination room. Once collected, the data was
reviewed for clarity and confirmed by a review of the medical records by the PI and
trained research assistants.

Instruments. The instruments used to quantitatively measure successful transition
were Successful Transition to Adulthood with Therapeutics=Rx for medications (STARy)
and TRxANSITION Scale (see Appendix G) (Cohen et al., 2015; Ferris et al., 2015; Ferris
et al., 2012; Johnson et al., 2015). Both instruments were completed by study
participants at the conclusion of routine pediatric or adult sickle cell clinic visits in the
privacy of the examination room.

STARy is a brief, reliable, and valid instrument previously utilized to measure
successful transition of AYA ages 16-25 with chronic illness inclusive of SCD, private
and public insurer from various socioeconomic status and clinical settings (Cohen et al.,
2015; Ferris et al., 2015). This instrument provides an assessment of disease knowledge

and self-management skills in a multi-dimensional and complementary manner (Cohen et
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al., 2015; Ferris et al., 2015). This instrument consists of 18 items answered on a Likert
scale with responses ranging from (never, very hard, or nothing) to (always, very easy, or
a lot), and an additional response for not applicable with a possible score range of 0 to 90
(Cohen et al., 2015; Ferris et al., 2015). The items measure six domains of successful
transition: (a) medication management; (b) provider communication; (c) patient
engagement with the healthcare provider; (d) disease knowledge; (e) adult health care
management responsibilities; and (f) utilization of support services and resources (Cohen
et al., 2015; Ferris et al., 2015). Furthermore, the six domains are divided into three
categories: self-care with nine items, disease knowledge with three items, and self-
advocacy with six items. Lastly, this instrument demonstrates desirable psychometric
properties (Ferris et al., 2015).

The psychometric properties of the STARy instrument include a desirable internal
consistency with an overall alpha coefficient (a = 0.80) and temporal stability (B = 0.704)
(Cohen et al., 2015; Polit & Beck, 2012; Urdan, 2010). In this study, the instrument also
demonstrated a desirable internal consistency with an overall alpha coefficient (o = .896).
Furthermore, this instrument allowed for both retrospective and current data collection,
offered anonymity, diminished interview bias, and demonstrated readability ease and
comprehension with a Flesch-Kincaid 4.4 grade level reading index (Cohen et al., 2015;
Ferris et al., 2015; Polit & Beck, 2012). Although this instrument yielded information
that would have been impossible to gather by any other means, a disadvantage of this
instrument is the issue of accuracy and validity of the obtained data, given an individual’s
desire to be viewed in a favorable manner by over- and/or under-reporting (Ferris et al.,

2012; Polit & Beck, 2012). To address this potential weakness, the TRXANSITION Scale
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was also utilized to quantitatively measure successful transition (Ferris et al., 2012;
Johnson et al., 2015).

The TRXANSITION Scale is a validated, complementary, and multi-dimensional
semi-structured tool consisting of 33 items to measure disease knowledge and the
transition mastery skills of self-care and self-advocacy (Ferris et al., 2012; Johnson et al.,
2015). This instrument measures disease knowledge regarding the type of chronic
illness, current medications, and insurance for ongoing access and maintenance, and
transition skills for self-advocacy and autonomous decision-making skills (Cohen et al.,
2015; Ferris et al., 2012; Johnson et al., 2015). The items on this instrument are divided
into three sections: self-care, disease knowledge, and self-advocacy. Moreover, the items
on the instrument specifically assess an individual’s ability to complete self-management
skills such as self-scheduling medical appointments and contacting a newly identified
adult health care provider with specific questions or concerns about disease management
(Ferris et al., 2012). Furthermore, the items on this instrument are scored on a range of 0
- 1: (a) 0 for inadequate knowledge or skills; (b) 0.5 for partial knowledge or skills; and
(c) 1 for adequate knowledge or skills with a possible score range of 0 to 10 (Ferris et al.,
2012). The TRxANSITION Scale was administered and scored utilizing the
TRXANSITION Scale Answer and Scoring Guide created at the University of North
Carolina at Chapel Hill School of Medicine-Nephrology. Permission was obtained to use
and modify this user guide for the purposes of this study (see Appendix C). The answer
and scoring guide was modified for the AY A with SCD (see Appendix G) by the Pl,
director of the USA-CSCC and dissertation committee member, and pediatric

hematology/oncology committee member. The score on the TRXANSITION Scale for
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knowledge of genotype and current medication using the modified version of the answer
and scoring guide was confirmed with a review of the study demographic questionnaire
and medical record used by the creators of this guide (Ferris et al., 2012). The review
process revealed no conflicting results. Lastly, TRXANSITION Scale demonstrates
desirable psychometric properties.

The psychometric properties of the TRxANSITION Scale include a good

inter-rater reliability for internal consistency exemplified by an acceptable and
desirable Cohen’s kappa = 0.71 (Cohen et al., 2015; Ferris et al., 2015; Polit &
Beck, 2012; Urdan, 2010). Each item on the TRxANSITION Scale had a moderate
to strong correlation with their respective domain (r = .42 - .85) and weak to
strong correlation with the total score (r = .18- .62) (Ferris et al., 2012; Johnson et
al., 2015). Additionally, the domains had a reported moderate to strong
correlation with the total score (r = .34 - .74) (Ferris et al., 2012; Johnson et al.,
2015). In this study population, the TRXANSITION Scale also demonstrated a
desirable internal consistency with an overall alpha coefficient (o =.871). The
content of this instrument was validated by national experts and health care
providers in the field of transition and adolescent medicine during the
developmental phase and pilot testing of two previous versions (Ferris et al.,
2012). Importantly, this instrument was piloted in a total of 185 AYA ages 12-22
years in a variety of chronic illnesses inclusive of SCD (Ferris et al., 2015; Ferris
etal., 2012; Johnson et al., 2015).

Prior to the use and administration of the survey instruments, answer and scoring

user guide, and study demographic questionnaire, training sessions were conducted with
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the research assistants in order to provide an overview of the procedures to be utilized
with each instrument to ensure consistency in data collection. Additionally, a hard copy
of the training materials and procedures for data collection was provided to the research
assistants at the completion of the training session and maintained at the pediatric and
adult outpatient sickle cell clinics throughout the data collection process.

The instruments, survey items, and corresponding defined outcome measures of
successful transition in this study are presented in Table 1.

Table 1

Instruments, Items, and Corresponding Defined Outcome Measures

Instrument & Item Defined Outcome
Measures

STARx TRxANSITION Scale

10-12 1-7,27-29, & 31-33 knowledge of

hemoglobinopathy status,
therapeutic and
prophylaxis medications,
and insurance requirements
for ongoing access to
health care

1-9 & 13-18 14-20 acquisition of self-care and
self-advocacy skills
necessary to self-schedule
medical appointments,
communicate medical
health history, and inquire
about disease management
and complications with
adult care providers

Note. STARx = Successful Transition to Adulthood with Therapeutics=Rx for
medications.
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Quantitative data management.

Once the quantitative data were gathered, the Pl and research assistants each
reviewed every instrument for legibility, entry errors, and missing data upon completion
of data collection. Next, the survey instruments were logged and randomly assigned
unique identification numbers. These numbers were transcribed, organized, and stored in
a codebook for each study participant. Afterward, the data were entered into an Excel
spreadsheet. Upon completion, a preliminary review of the Excel spreadsheet was
conducted for entry errors and deletions. Next, the data were imported into the Statistical
Package for the Social Sciences (SPSS) for quantitative data analysis.

Quantitative data analysis.

Quantitative data analysis consisted of descriptive and inferential statistical
analyses using the SPSS version 24 to quantitatively answer each specific aim and related
research question(s). The descriptive statistical analyses were conducted in order to
describe and summarize the characteristics of the study sample and check study variables
for any violations of the assumptions for the underlying population distribution (Pallant,
2013; Urdan, 2010). Inferential statistical analyses were conducted to describe and report
the relationships, trends, patterns, and interactions between study variables to draw
conclusions and make inferences (Pallant, 2013; Urdan, 2010). Analytical methods used
to analyze the quantitative data were viewed and discussed thoroughly with the
consulting statistician on the research team. In discussions with the statistician, the small
sample size, avoidance of a type | or Il error when conducting multiple comparisons
analyses, and limitations associated with assessing the meaning and significance of the

findings using the traditional alpha, (p < .05) were addressed and a decision was
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finalized. It was decided to use effect sizes in order to determine magnitude and false p-
values in order to avoid a type | or Il error in addition to the traditional alpha (p < .05) as
a criteria for interpreting the meaning of the results (Levine & Hullett, 2002; Pallant,
2013; Urdan, 2010). It was also decided that the effect sizes .1 = small, .3 = medium, and
.5 = large would be the criteria used when interpreting the magnitude of the effect
(Cohen, 1988). Lastly, it was decided, because of the multiple comparison analyses of
this study between the variables, Benjamini and Hochberg’s Method was a practical
approach to discover the false p-value (Benjamini & Hochberg, 1995; Polit & Beck,
2012; Urdan, 2010).

First, descriptive statistical analysis was conducted for age, hemoglobinopathy
status, gender, annual household income, overall general health status, highest level of
education completed, and health insurance status to provide a descriptive profile of the
study sample characteristics and background. Next, the categorical variables
(hemoglobinopathy, disease severity, treatment plan, and distance to clinic for medical
services) were examined for frequency and percent. Likewise, the continuous variables
(participation in a transition program, total STARx and TRXANSITION Scale scores, and
transfer to adult care within 60 days post termination of pediatric care of the AYA 19
years of age) were examined for the mean, median, standard deviation, range of scores,
skewness and kurtosis. The descriptive statistics for participation in a transition program
were conducted for number of years and encounters with the transition nurse coordinator
for transition educational, planning, and preparation for transfer to adult care services.
Afterward, a test of normality was conducted in order to assess and describe the

distribution of the total scores for STARx and TRXANSITION Scale for the entire study
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sample in order to avoid the probability of a Type | or Type Il error. Using the traditional
Cronbach alpha coefficient (o <.05) to assess for statistically significant finding,
Kolmogorov-Smirnov statistics suggested no violation of the assumption of normality.
After an appraisal of the false p-values, the results indicated normality of the distribution
of the scores. As a result, the decision was made by the consulting statistician,
dissertation chair, and PI to use non-parametric analytical methods when available in
order to examine the relationships between the study variables, differences in the mean
total STARx and TRXANSITION Scale scores, and degree of variance between the
different groups of the independent variables (factors). Non-parametric analytical
methods are useful with a small population and do not make assumptions or stringent
requirements about the underlying normality regarding the distribution of the population
(Pallant, 2013; Urdan, 2010). The analytical methods used to examine the relationships,
trends, and patterns between the study variables included Pearson’ bivariate correlation
coefficient, Mann-Whitney U test, Chi-square test for Independence, and standard
multiple regressions..

Correlation coefficient analytical approach was used to examine the relationships,
both strength and direction, between the independent variables and outcome measures of
successful transition. Using this analytical method, an analysis was conducted to
examine the relationship between the independent variables, participation in a transition
program, hemoglobinopathy status, disease severity, treatment plan, and distance to
clinic, and the total STARx and TRXANSITION Scale scores. Likewise, an analysis was
conducted to examine the relationship between the independent variables and the transfer

to adult care within 60 days post-termination of pediatric care for the AYA19 years of
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age. In both analyses, timing in a transition program was examined for both number of
years in the program and encounters orchestrated by transition nurse coordinator for
transitional educational sessions, planning, and preparation services through the program.
Afterward, general linear models were conducted to examine the linear
relationships and statistical differences between and within the independent variables and
the defined outcome measures of successful transition, and to determine if there was a
change in variance when a set of independent variables (factors) were entered into the

model. The groups for each of the factors are described and listed in Table 2.
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Table 2

Factors and Groups

Factors Groups
Hemoglobinopathy status HbSS
HbSP ° Thalassemia
HbSC

HbSB * Thalassemia

Disease severity? Acute chest syndrome
Cerebrovascular accident
No acute chest syndrome or
cerebrovascular accident
Both acute chest syndrome and
cerebrovascular accident

Treatment plan Hydroxyurea
Chronic transfusion
No hydroxyurea or chronic transfusion
Both hydroxyurea and chronic
transfusion

Timing in a transition program

Years <3

>3
Encounters <3

>3
Distance to clinic? < 30 miles

> 30 miles

Note. 2 Disease severity was defined by a medical history positive for acute chest
syndrome, cerebrovascular accident, or combination of both self-reported by the
adolescent and young adult and/or parent(s) or caregiver(s) and confirmed by a review of
the medical records by the principal investigator or research assistants. ® The distance to
clinic was the total miles traveled one way to the USA-CSCC from the reported place of
residency by the study participant.

Because the expectancy frequency in any cell of the groups within the factors
were less than five, groups were combined for a cell count of at least an expected
frequency of five or more in at least 80 percent of each cells (Pallant, 2013; Urdan,

2010). Hemoglobinopathy status was combined into two groups based on the degree of
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disease severity and anemia for the reported and confirmed genotype of the study
participants: 1) HbSS and HbSB° Thalassemia and 2) HbSC and HbSB* Thalassemia.
Disease severity was combined based on a positive or negative medical history for acute
chest syndrome, cerebrovascular accident or combination of both. Treatment plan was
defined and combined based on a positive or negative medical history for hydroxyurea,
chronic transfusion or combination of both. Of note, both disease severity and treatment
plan were self-reported by the AY A and caregiver(s) or parent(s) and confirmed by a
review of the medical records by the PI.

Mann-Whitney U test, an alternative to the one-way between groups analysis of
variance (ANOVA), was conducted to compare and determine if there was a difference in
the mean total STARx and TRXANSITION Scale scores between each group of the
independent variables (factors): participation in a transition program, hemoglobinopathy
status, disease severity, treatment plan, and distance to clinic. Likewise, this analytical
approach was conducted to compare and determine if there was a mean difference in the
transfer to adult care within 60 days post-termination of pediatric care of the AYA 19
years of age for each factor. Lastly, it was conducted to determine if there was a
difference in the mean total STARx and TRXANSITION Scale scores between the current
and recently transitioned to adult care participants of a transition program.

Next, Chi-square test for independence was performed to explore the relationship
between the factors and the outcome measure transfer to adult care within 60 days post-
termination of pediatric care for the AYA 19 years of age. From this analytical approach,
observations were made of the Chi-square value, degree of freedom (df), and significance

level to conclude if there was a statistically significant difference in the total STARx and
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TRXANSITION Scale scores across the groups (Pallant, 2013; Urdan, 2010). Because the

lowest expected frequency in every cell (100%) was less than five, computed 2 by 2

tables, and a small sample of recently transitioned (n = 10), Fisher’s exact probability,

one sided, p < .05 and false p values were used to examine for statistical significant

results. Additionally, Phi coefficient statistics were observed in reporting the magnitude

of the computed associations. The null hypotheses utilized for this analytical approach

included:

Ho = there is no statistically significant relationship between participation in a
transition program for the number of years and the defined outcome measures
of successful transition.

Ho = there is no statistically significant relationship between participation in a
transition program for the number of encounters and the defined outcome
measures of successful transition.

Ho = there is no statistically significant relationship between
hemoglobinopathy status and the defined outcome measures of successful
transition.

Ho = there is no statistically significant relationship between disease severity
and the defined outcome measures of successful transition.

Ho = there is no statistically significant relationship between treatment plan
and the defined outcome measures of successful transition.

Ho = there is no statistically significant relationship between distance to clinic

and the defined outcome measures of successful transition.
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Afterward, a standard multiple linear regression analysis was conducted in order
to examine, isolate, and quantify the total predictive effect of an independent (predictor)
variable on the dependent variable while controlling the effect of the other predictors
(Urdan, 2010). This analytical approach was used to assess the predictive nature of
participation in a transition in relation to the number of years and encounters,
hemoglobinopathy status, disease severity, treatment plan, and distance to clinic on each
of the defined outcome measures of successful transition. Statistical results for
significance, strength, directions, and interactions were examined using a traditional
statistical significance o < .05 followed by an appraisal of the computed false discovery
p-value using Benjamini and Hochberg’s Method (Urdan, 2010). In addition, magnitude
of practical relevance was recorded and determined by effect size, Cohen’s d for the
standard multiple regression (Levine & Hullett, 2002; Polit & Beck, 2012; Urdan, 2010).
The combined use of a traditional statistical significance, false discovery p-value, and
measure of effect size provided vital information related to the reliability and importance
of the statistical results (Benjamini & Hochberg, 1995; Urdan, 2010). To determine and
assess practical significance of the predictive nature of the independent variables on the
dependent variable, the coefficient of determination R? and adjusted R were used in order
to provide the percentage of variance explained (Urdan, 2010). This information was
utilized to evaluate and assess total effect of independent variables on the dependent
variable (Urdan, 2010). Because of the small sample size and to avoid an over-estimate
of the degree of variance explained by the predictors, the adjusted R was used in the

appraisal and reported in the results (Pallant, 2013) .
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The research questions, independent variables and listed groups, defined outcome

measures of successful transition, and corresponding statistical methods to analyze data

are presented in Table 3.

Table 3

Research Questions, Study Variables, and Corresponding Analytical Methods

Research Study Variables Analytical
questions Independent Dependent Methods
Predictors/ Groups Indicators Measures
Factors
What is the  Participation  Years  Disease STARX Bivariate
impact of ina knowledge descriptive
transition transition Enc. *HS TRXAN.
program program sprophylaxis  Scale Pearson
participation medications correlation
on songoing Chart coefficient
successful access and reviews  General linear
transition? maintenance modeling
of insurance
What Mann-
influence do Self-care and self- Whitney U
HS, disease advocacy skills: test
severity, eself
treatment scheduled Chi-square
plan, timing appointments test for
ina scommunicate Independence
transition with health
program, care provider Multiple
and distance sengagement linear
to clinic for with adult regression
medical provider
services
have on the STARX
process and
successful TRXANSITION
transition? Scale

Transfer to adult
care within 60
days post-
termination of
pediatric care
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HS HbSS
HbSC
HbSp°
Thal.
HbSB*
Thal.

Disease ACS
severity CVA

Treatment HU
plan therapy
CT

Distance to <30
clinic >30

Note. ACS = acute chest syndrome; CVA = cerebrovascular accident; CT = chronic
transfusion; Enc. = Encounters; HU = hydroxyurea; HS = hemoglobinopathy status; Thal.
= Thalassemia

Specific Aim and Research Question 2

Quialitative data collection.

To address specific aim and research 2, qualitative data were collected using
focus groups and telephone interviews divided into two categories, current and recently
transitioned study participants. Focus groups were conducted to explore and provide an
in-depth understanding of and insight into the impact of participation in a transition
program before, during, and after transition to adult care from different viewpoints in a
timely manner (Polit & Beck, 2012). Because the distance to clinic in miles for medical
services for many of the AY A with SCD served at the USA-CSCC can be as far as 100
miles, telephone interviews were also used to collect qualitative data from study
participants unable to attend the focus groups to broaden the scope of data collection.

Both methods of data collection were used to compare and contrast across two categories,

current and recently transitioned AY A with SCD (Krueger & Casey, 2015). The two
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categories, current and recently transitioned consisted of the AYA ages: 13-18 (n = 8)
and 19 to 21 (n = 3), respectively. The focus groups and telephone interviews were
supervised by the Pl and facilitated by the same trained research assistants who collected
the quantitative data. Both the focus groups and telephone interviews consisted of 5-6
open-ended questions, lasted approximately 60 minutes, and were audio-recorded using
two digital recorders in the event that one recorder malfunctioned. The questions posed
during the focus groups and telephone interviews addressed pre- and post-transition
topics related to the specific aim and research question. In addition, the questions were
guided by Schlossberg’s Transition Framework to explore and address the factors that
may influence adaptation to and coping with successful transition (Schlossberg, 1981;
Telfair et al., 1994). Additionally, the questions were derived from an interview guide
previously utilized by Porter et al. (2014) to explore the perspectives of adolescents and
family on the transition to adult care in a convenience sample of AYA (n = 11) ages 14 to
18 recruited from a comprehensive pediatric sickle cell program. Permission was
obtained for the use and modification of the interview guide for the purpose of this study
from the original author (see Appendix G). The modified focus group and interview
guide content was validated by an expert panel that consisted of a pediatric hematology
oncology nurse practitioners, sickle cell disease specialist, and dissertation chair. Finally,
the questions were facilitated by the research assistants using the age-appropriate focus
group and telephone interview scripts to ensure accuracy and trustworthiness of the
qualitative data (see Appendix G) (Creswell, 2013; Polit & Beck, 2012).

Prior to the focus groups and telephone interviews, study participants received a

letter in the mail through the United States Postal Services. Additionally, flyers were
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distributed in the pediatric and adult outpatient clinics during regular scheduled medical
appointment and courtesy telephone calls were made by the research assistants two
weeks, one week, and 24 hours prior to the appointment. The focus groups were held
during spring break for the local and surrounding school system, colleges, and
universities over a one-week period. The focus groups took place at the local SCDAA
Mobile Chapter, CBO in the conference room with the doors closed in order to ensure
privacy (Polit & Beck, 2012). During the pre-transition focus group, the parent and
caregiver(s) who provided transportation were asked to remain in the lobby of the
SCDAA to ensure transportation would be available at the conclusion. After the
completion of the focus groups, study participants (current and recently transitioned)
unable to attend due to distance traveled greater than 30 miles were contacted by
telephone to participate in an interview over the telephone. Those agreeing (current
participants, n = 2 and recently transitioned participants, n = 1) to take part were given an
agreed-upon date and time for a telephone interview with the research assistant.
Following this conversation, a telephone call from the facilitating research assistant was
conducted 24 hours prior to the interview to confirm and remind study participants of the
scheduled interview. However, only two telephone interviews were completed, current
(n =1) and recently transitioned (n = 1). The third scheduled telephone interview was
not conducted due to technical difficulties with the telephone connection on more than
one occasion followed by a disconnection of the cellular services at the given contact
number. The telephone interviews were conducted from the USA-CSCC Clinical

Research Office, with the doors to the office closed for privacy.
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Qualitative data management.

Management of the qualitative data began with the timely, independent, and
verbatim transcription of the audio-recording from the focus groups and telephone
interviews by the principal investigator (PI). Once completed, the transcripts were read,
reviewed, and compared with the audio-recordings of both methods of data collection
word-by-word on multiple occasions to critically assess and ensure accuracy of the
transcripts prior to and in preparation for data analysis.

Qualitative data analysis.

Qualitative data analysis was conducted using conventional content and thematic
analytical approach to provide a rich description of the expressed thoughts, experiences,
and concerns of the AYA with SCD regarding their experiences on the impact of
participation in a transition program on successful transition.

First, the Pl organized the data from the focus groups and telephone interviews by
reading and browsing through the entire transcripts of both. During this initial reading,
notes were taken in order to capture first impressions of the data. Next, the transcripts
were read and re-read on multiple occasions to critically appraise the data for relevancy,
new discovery, and similarities. Afterward, the key words, phrases, patterns, and
statements of what was conveyed in the transcripts were highlighted, reviewed, and
organized to create a narrative report from the current and recently transitioned focus
groups and telephone interviews.

The narrative reports and entire transcripts were sent independently to the
dissertation chair and pediatric hematology/oncology dissertation committee members for

review and appraisal. This process was done independent of each other following the
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same format as the Pl. Next, the Pl and these members of the dissertation committee met
on more than one occasion in order to discuss and collaborate on the final narrative
report, both current and recently transitioned. The narrative reports contained an
interpretive description and summary of findings from the transcripts of the focus groups
and telephone interviews. The narrative reports consisted of a cover sheet with detailed
instructions for review and completion. Prior to distribution, the narrative reports were
evaluated for readability using Microsoft 2013 readability statistical program (Polit &
Beck, 2012). The narrative report for those currently in transition, ages 13-18 was
limited to a two-page document with a Flesch reading ease of 70.2 and Flesch- Kincaid
grade level of 8.0 for reading and understanding by adolescents. The narrative report of
those recently transitioned, ages 19-21 was limited to a four-page document with a Flesch
reading ease of 72.5 and Flesch-Kincaid grade level of 7.0 for reading and understanding
by young adults. Once the narrative reports were finalized, reports were sent by the
United States Postal services to the self-reported and confirmed home mailing address
listed on the study demographic questionnaire (current and recently transitioned) for
feedback in order to confirm or disconfirm the accuracy of the statements. The mailing
address of the study participants were confirmed by the research assistants with a review
of the medical records. A self-addressed stamped envelope was enclosed with the
narrative reports for study participants to return the reviewed narrative reports. After a
four-week period, there were a total number of (n = 6) narrative reports returned that
were equally distributed between the current and recently transitioned participants. From
this cohort, feedback confirmed the findings of the narrative report describing the impact

of participation in a transition program on successful transition from the perspective of
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the AYA. Additionally, there were no new, different, or contradictory findings presented
in the returned narrative reports.

After this process was completed, highlighted key words, compelling phrases, and
exemplary quotes from the transcripts were then clustered into themes by the PI.
Afterward, the dissertation chair and two other members of the dissertation committee
with expertise in qualitative data analysis independently read, re-read, and analyzed the
transcripts following the same process of coding and confirming the findings for the
development of themes. Next, these members of the dissertation committee and the Pl
collaborated over the telephone and email on multiple occasions to review, confirm, and
discuss the accuracy, relevancy, and meaning of the findings and themes. Finally, the Pl,
dissertation chair, and members of the dissertation committee reflected on the data in
order to confirm or disconfirm the developed theme and sub-themes (Creswell, 2013;
Marshall & Rossman, 2011; Polit & Beck, 2012). During this process, detailed records
were kept of the decision-making process and data analysis, deduction, and interpretation
that transpired between the members of the dissertation committee. Transparency and full
disclosure of the PI personal bias, preferences, and perceived ideas about transition
program participation was maintained throughout the entire process of data analysis.
Specific Aim and Research Question 3

Data integration.

To address specific aim and research question 3, the results of the quantitative and
qualitative data analyses were integrated and compared for similarities and differences at
the interpretive level using triangulation to strengthen the validity of the findings through

convergence of the quantitative and qualitative results (Bryman, 2006; Creswell & Plano
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Clark, 2011; Plano Clark & Ivankova, 2016; Sandelowski, 2000). The two sets of data
were synthesized to identify existing trends, relationships, and interactions. Afterward,
possible explanations of why and how the identified trends, relationships, and
interactions existed were explored and determined in order to answer the related research
question. Next, a master list of the descriptive and inferential findings as well as
identified themes was created for review. Then, a matrix was created from the master
lists to assess for both convergent and divergent findings between the quantitative and
qualitative data. This was followed by an interpretation of the findings to draw
conclusions and meta-inferences about the impact of participation in a transition program
and factors that may influence adaptation to and coping with the transition process
(Creswell & Plano Clark, 2011; Plano Clark & lvankova, 2016). Throughout this
process, the Pl and members of the dissertation committee met on multiple occasions
through telephone calls and emails to examine, compare, discuss, and interpret the
findings (Creswell & Plano Clark, 2011). Once this process was completed, a joint side-
by-side comparison table was created of the findings in order to present a comprehensive
picture of how the quantitative and qualitative results interacted, agreed, and conflicted
with each other.
Ethical Issues in Research Involving Minorities and Adolescents

Individuals from minority backgrounds may lack access to needed medical
treatment for their disease and thus may be vulnerable, creating the potential for
exploitation, coercion, or undue influence (Emanuel, Crouch, Arras, Moreno, & Grady,
2003; Lott, 2005). Likewise, the adolescent is a vulnerable population with special

considerations by the researcher in relation to ethical issues, informed consent and assent
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of minors, and protection of human subjects (Emanuel et al., 2003). This MMR study
targeted the participation of the AYA with SCD virtually all of whom are from minority
backgrounds (Hassell, 2010). However, the protection of human subjects participating in
this study was encompassed throughout every aspect of the research process, beginning
with trust, respect of person, beneficence, and justice to minimize, avoid, and prevent
harm (Knight, Rossa, & Umana-Taylor, 2009; Polit & Beck, 2012; Shamoo & Resnik,
2009). The research team was committed to an awareness of and compliance with both
legal and ethical standards mandated by local and federally governed institutions and
exercised the highest level of ethical and moral principles in the conduct of each phase
(Knight et al., 2009; Shamoo & Resnik, 2009). Furthermore, each member of the
research team completed formalized training on the protection of human subjects
involved in research.

However, there were some ethical issues relevant to this MMR study that
deserved special considerations extending beyond respect for person, beneficence, and
justice (Shamoo & Resnik, 2009). These ethical issues included protection of a
vulnerable population, consent of minors and their decision-making capacity, as well as
exploitation and undue coercion (Knight et al., 2009; Shamoo & Resnik, 2009). An
additional issue of concern was bias on behalf of the PI who functions as a nurse
practitioner in the medical management of the targeted population and plays a vital role
in the PACT program at the USA-CSCC.

To address both ethical issues and special considerations, general strategies of the
research team included: (a) protection of personal health information (PHI); (b) respect

for autonomy and dignity; and (c) informed consent process of the study participants >
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age 18, assent of minors, and parental informed consent (Knight et al., 2009; Shamoo &
Resnik, 2009). Also, the research team explicitly communicated the voluntary nature of
participation, right to withdraw consent, and refusal without penalty, as well as assessed
study participants’ level of decision-making capacity, avoided coercion and unfair
compensation, and provided full disclosure of the potential for researcher bias (Knight et
al., 2009; Shamoo & Resnik, 2009).

First, rigorous measures were undertaken to prevent the disclosure of sensitive
PHI that could cause potential harm, stigmatization, or embarrassment that may be
experienced by the AYA with SCD particularly during and soon after the transition to
adult care (Jenerette & Brewer, 2010; Knight et al., 2009; Shamoo & Resnik, 2009). The
AYA with SCD and parent(s) or caregiver(s) were assured that strict measures would be
taken for the protection of identity and confidentiality of responses to survey
questionnaires, focus groups, and interviews. To secure the protection of identity, study
participants’ responses, and PHI, data were collected by HIPAA-trained research
assistants during the regular business hours of the pediatric and adult sickle cell clinic and
maintained under double lock and key at the USA-CSCC clinical research and
administrative office. Furthermore, study participants and parent(s) or caregiver(s) were
informed that any information or knowledge gained from this study would be reported as
an aggregate in generalized term, and without personal identifiers to improve the current
transition program, expand knowledge on the transition process, and develop new
strategies to improve the transition experience (Shamoo & Resnik, 2009).

Secondly, respect and interest in each and every study participant as an individual

was exercised throughout every phase of this study. For example, parent(s) or
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caregiver(s) were addressed by their formal names, and assenting minors were included
in the decision-making process (Adderley-Kelly & Green, 2005). In addition, time and
privacy were given to each study participants and parent(s) or caregiver(s) to complete
the surveys without any coercion or influence (Adderley-Kelly & Green, 2005).
Furthermore, great care was taken to listen, be attentive, respect study participants’
concerns, and answer questions related to the research purpose, aim, and activities. For
instance, the focus groups were conducted at the Sickle Cell Disease Association of
America- Mobile Chapter, community-based organization office where study participants
could feel comfortable and freely answer questions (McDonagh & Bateman, 2012).
Likewise, questions posed during the focus groups and interviews were repeated to
ensure clarity on behalf of the study participants. Lastly, time was given to study
participants to fully express themselves in response to the focus group and interview
questions.

Each study participant was treated fairly throughout the implementation of this
study. For example, informed consent and assent for minor forms were developmentally
appropriate in language, content, and reading level. In addition, all current and former
participants of the PACT program who meet inclusion criteria were provided information
on the study and given an opportunity to participate by the transition nurse coordinator at
the USA-CSCC. Furthermore, the study participants’ time was respected by first limiting
the number of surveys completed to two brief, reliable, and validated instruments.
Second, a reasonable amount of time was provided to complete the surveys and assess for
difficulty in completing the surveys. Third, surrogate assistance was allowed if indicated

or requested (McDonagh & Bateman, 2012). Likewise, assenting minors and adolescents
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under age 18 were actively engaged during the decision-making and informed consent
process (McDonagh & Bateman, 2012). Lastly, the study participants’ right to refuse to
participate or answer any question on the survey instruments and during the focus groups
and interviews was restated during the informed consent phase (McDonagh & Bateman,
2012).

Thirdly, clear, concise, culturally sensitive full disclosure, both verbal and
written, in language that includes all of the elements of informed consent was given
during the informed consent phase. In addition, the research assistants spoke with a calm
and slow voice, used clear wording with a literacy level less than 8" grade, as well as
took time to fully explain and assess understanding of the informed consent, instructions
on the completion of the questionnaires, and reading of focus group and interview
questions (Polit & Beck, 2012).

Fourthly, in accordance with the Code of Ethics for Nurses, this vulnerable
population was included and treated the same as any other study participant while being
mindful of the special circumstances that might interfere with their ability to make
autonomous decisions (Beattie & VandenBosch, 2007). The ability to make an informed
consent was assessed by reviewing the medical records and identify potential cognitive
impairment in consultation with the medical staff and social worker at the USA-CSCC
(Shamoo & Resnik, 2009). The decision-making capacity component of the informed
consent process was based on three principles: (a) ability to understand what is being
asked of them; (b) comprehension of the idea that permission is being sought
independently; and (c) ability to make choices free from outside constraints (Emanuel et

al., 2003).
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Although members of a vulnerable population may consent to participation in a
research study as a means to obtain financial gains, access to healthcare or medical
treatment otherwise not affordable, the use of incentives continues to be a gray area both
ethically and morally (Shamoo & Resnik, 2009; Tait, Voepel-Lewis, & Malviya, 2003).
However, the compensation of study participants of this study was consistent with the
average wage for similar jobs without undue inducement, exploitation, and coercion
(Dickert, 2009; Emanuel et al., 2003). A minimal and one-time incentive was given in
the amount of $20 to the study participant, and $15 to the parent(s) or caregiver(s) who
provided transportation for the non-driving study participant to the focus groups if
applicable. This one-time incentive was distributed in the form of two separate Visa pre-
paid gift cards for a combined and potential total amount of $35 for their time
commitment and distance traveled from home to the location of the focus group. A
detailed description of this process was outlined in the informed consent (Emanuel et al.,
2003; Lott, 2005). Lastly, study participants were reminded of the study purpose and that
there were no immediate benefits from participation. However, it was disclosed that
current and future participants of the PACT program might potentially benefit from the
knowledge gained to refine the current transition practice and program at USA-CSCC.

Lastly, researchers’ bias, such as subjectivity and reflectivity, could have
threatened this study’s ability to reveal valid and reliable data (Polit & Beck, 2012). To
address this threat, the key indicators and outcome measures utilized to quantify
successful transition were tightly controlled and well-defined. Valid and reliable
instruments were used for the collection of high quality data (Polit & Beck, 2012). The

survey instruments were administered by two trained research assistant and guided by a
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survey script. In addition, the PI consulted and collaborated with the dissertation chair
and committee members about data collection, study findings, and every decision
involved in conducting this study. Furthermore, the PI reflected on and critically
appraised her role as the Pl and health care providers of the targeted study population,
personal biases, and preconceived opinions about the impact of transition program
participation. However, objectivity analysis of the study findings were maintained
throughout the research activities by consulting with the dissertation chair and committee
members during data analysis, interpretation, and discussion of the study findings.
Additionally, to ensure objectivity and avoid undue influence on study participants, the PI
was not directly participate in participants’ recruitment; informed and assent of minor
consent process, and data collection.

In summary, research involving adolescents with a chronic illness is necessary to
explore the decision-making process of this population and create culturally sensitive
interventions to improve health outcomes (Miller, Bakas, Buelow, & Habermann, 2013;
van Staa, Jedeloo, Latour, & Trappenburg, 2010). However, extensive planning and
ethical considerations on behalf of the research team to address the potential for
exploitation, coercion, or undue influence of the vulnerable and ethnic minority
populations are of the utmost importance. This MMR study was conducted in its’
entirety with the utmost respect for person, beneficence, justice, and ethical
considerations of the AYA with SCD.

Rigor and Credibility
Efforts were made throughout each phase of this study to ensure and enhance

scientific rigor and credibility of the study findings. The efforts began with the use of
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explicit inclusion and exclusion criteria, valid and reliable instrumentation, and clear
guidelines for the procedures of data collection. A purposeful sampling strategy was
utilized to richly inform the PI and dissertation committee on the transition program
participation. Peer view, debriefing, and confirmability were conducted throughout the
qualitative phase of data analysis. The results were reviewed for accuracy, relevancy, and
meaning by three members of the dissertation committee throughout data analysis.
Additionally, an audit trail was maintained of the research activities and decision made
by the PI and dissertation committee. Likewise, triangulation of the data was obtained
through the convergence of multiple data sources to insure inferences drawn from the
study results of both data sets. Moreover, a highly qualified senior researcher and equally
qualified team of consulting researchers were involved during every decision-making
phase of this study. The dissertation chair and consulting team of researchers included
doctor of philosophy advanced practice nurses and research scientists (n = 3) with clinical
experience and expertise in the areas of the health sciences ranging from palliative care,
hematology/oncology, and general pediatrics. The dissertation committee comprised of
researcher also included a highly skilled and knowledgeable internal medicine physician
and noted sickle cell specialist (n = 1) and a qualified statistician with experience and
expertise in quantitative, statistical analytical methods.

As part of the process, the Pl contemplated, reflected on, and disclosed both
personal experiences and worldviews on the transition of AYA with SCD to the
dissertation chair and committee members of the research team. It was the view of the
principal investigator with more than 20 years of caring for the study population that

transition is a complex and difficult process that occurs during a vulnerable period
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influenced by a multitude of factors. In addition, the facilitation of successful transition
is viewed as a shared responsibility between the AYA, caregiver, and health care
provider. This philosophy was communicated and discussed with the dissertation chair
and committee members of the research team early in the planning phase and it was used
to thoughtfully guide the implementation phase.

Finally, the narrative reports of the current and recently transitioned (n = 6)
developed from the transcripts of the focus groups and telephone interviews were used by
the PI to ensure a clear understanding and concise description of the true essence of the
health care transition from the perspective of the AYA with SCD. The reports were sent
accordingly to each study participants who took part in the focus groups and telephone
interviews (n = 13).

Chapter Summary

In summary, this chapter presented the methodologies employed in this
descriptive, observational, cross-sectional concurrent quantitative + qualitative study to
examine and promote understanding of the impact of participation in a transition program
on successful transition of the AY A with SCD and factors that may influence this
process. This included the rationale for and description of the study design, sample,
setting, instrumentations, and methods of data collection. It also provided details of the
procedures used for obtaining informed consent and assent of minors. An overview of
the strategies and special considerations employed for the protection of human subjects
and research involving the minority and adolescent population with a chronic illness are
addressed. Lastly, the rationale and methods used for data management and analysis are

presented.
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This MMR study addressed gaps in the literature on transition programs with
defined outcome measures of successful transition beyond disease knowledge scores and
transfer of care. Additionally, it provided insight into the factors that may influence
adaptation to and coping with the transition process. The findings could be utilized to
refine current transition progams and practices, develop new strategies to facilitate a
more effective process, and improve the transition experience of the AYA with SCD at
the USA-CSSC. Lastly, the findings could likewise be used to generate hypotheses for
future research on the transition process and program at a larger sickle cell center to

develop new and model transition programs.
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CHAPTER FOUR
RESULTS

This chapter presents the results of this observational, descriptive, cross-sectional
concurrent quantitative (quan) + qualitative (qual) study evaluating the impact of
participation in a transition program on successful transition and factors that may
influence adaptation to and coping with the process. The chapter begins with an
overview of the screening and enrollment accrual of study participants and the mean
differences between the study and non-study participants. Next, there is a description of
the study sample sociodemographic characteristics. This is followed by descriptive
statistics and information about the study variables, test of normality, and reliability of
the survey instruments. Then, there is a detailed description of the findings from each
component of the concurrent quan + qual data analyses in relation to the specific aims
and related research questions. Finally, a discussion and side-by-side comparison table is
presented to describe and display the similarities between the results of the quantitative
and qualitative data analyses.

Screening and Enrollment Accrual

From a purposeful maximum variation convenience sample of adolescents and
young adults (AYA) with sickle cell disease (SCD) seen in the pediatric and adult
outpatient clinics at the University of South Alabama Comprehensive Sickle Cell Center
(USA-CSCC), 45 current and 25 recently transitioned to adult care participants of the

Pediatric to Adult Care Transition (PACT) program were identified as potential study

99



participants. Of the potential study participants identified, 35were excluded from the

study because they did not meet the inclusion criteria (n = 6), declined informed consent

(n = 4), or did not respond to recruitment efforts by the research assistants during the

period of enrollment and accrual (n = 25). Thirty-five consented to participate in the

study for an accrual rate of 50%. Within this sample, 25 participants were current and ten

were recently transitioned to adult care participants. The results from screening and

enrollment accrual of the study sample are presented in Figure 4.

Figure 4

Screening and Enrollment Accrual: Participation Flow Throughout the Study

Eligible Study
Participants

Transition
Program
Participants

(N = 70)

Enrollment

Informed consent
obtained (n =35)
Current (n = 25)
Transitioned (n = 10)

Excluded (n = 35)

Did not meet
criteria

(n=6)

Decline consent
(n=4)

No response
during enroliment
(n =25)

Data Collection
and Analysis

Quantitative (n=35)
Current (n = 25)
Transitioned (n = 10)

Qualitative (n = 13)
Current (n=9)
Transitioned (n = 4)
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From this sample, 35 consenting current and recently transitioned to adult care
AYA with SCD ages 13-21 participated in the quantitative phase and participated in both
the quantitative and qualitative phases. The sample composition for the research
activities of each phase of this concurrent quan + qual study are presented in Figure 5.
Figure 5

Sample and Research Activities for Each Phase of the Concurrent Quan + Qual Study

Entire
Sample
(n=35)
Quantitative Qualitative
(n=35) (n=13)
|
| |
questionnaire,
surveys, and focus groups telephone
review of interviews
medical records|
current current curr_ent
transition transition transition
| program | orearem | [T articipants
participants participants P P
(n=25) (n=38) (n=1)
recently recently recently
transitioned transitioned transitioned
__{ program program _{ program
participants participants participants
(n=10) (n=3) (n=1)

To compare the differences between the study and non-study participants, an
independent sample t-test was conducted for hemoglobinopathy status, disease severity,

treatment plan, timing in a transition program, and distance to clinic. Timing in the
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transition program was examined for the number of years in the program and encounters
with the transition nurse coordinator. Distance to clinic was examined within the context
of the total miles traveled one way to the USA-CSCC, less than < 30 and > 30 miles from
the place of residency. In this assessment, the differences between the two groups were
assessed for statistically significant mean differences using t-test for Equality of Means.
Statistically significant results were determined using the traditional alpha, p < .05, false
p-value, and calculated effect size using the formula, d = X1- X>+§ (Urdan, 2010). The
criteria used to interpret the magnitude of the effect meaning was: .2 = small, .5 =
medium, and .8 = large proposed by Cohen (1988). The results indicated there was not a
significant difference observed in hemoglobinopathy status, treatment plan, number of
years in the transition program, or distance to clinic between the study and non-study
participants. However, there was a statistically significant difference observed in the
number of encounters with the transition nurse coordinator between the study (M = 3.29,
SD = 1.384) and non-study participants (M = 2.63, SD = 1.330; t (2.025), p = .047, two-
tailed). The magnitude of the differences in the means (mean difference = .657, 95% CI:
.010 to 1.305) was small (d = .17).

There was also a statistically significant difference observed in the AYA whose
disease severity was worsened by a medical history positive for acute chest syndrome,
cerebrovascular accident, or combination of both between the study participants (M =
2.86, SD = .355) and non-study participants (M = 2.23, SD =.1.003; t (3.497), p = .001,
two-tailed). The magnitude of the differences in the means (mean difference = .629, 95%

Cl: .266 to .991) was small (d = .22). Upon assessing the false discovery p-value, the
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only statistically significant difference observed between the study and non-study
participants was disease severity. The results are summarized in Table 4.
Table 4

Mean Statistical Differences Between Study and Non-Study Participants, M [SD]

Characteristics Participants  Non- t- p- Cohen’sd false
(N=35) participants  value value p-value
Hemoglobinopathy 1.97[1.20] 2.03[1.15] -.203 .83 18 .99
status
Disease severity 2.86 [.355] 2.23[1.00] 3.497 .001* .22 0.006*
Timing ina
transition program
e #ofyears 2.80[153] 2.74[1.42] 162 .87 18 0.87
o #of 3.29[1.38] 2.63[1.33] 2.025 .047* .17 0.14
encounters
Treatment plan 2.20[1.10] 240[.881] -.837 .41 A7 .82
Distance to clinic ~ 24.34 [26.9] 20.69 [18.8] .657 .51 18 .76

Note. M = means; SD = standard deviation.
* p < .05, there is a significant difference in the mean scores on the dependent variable
for each of the two groups.
Sample Sociodemographic Characteristics

The sample was comprised of 35 AYA of African American ethnicity distributed
equally between males (51%; n = 18) and females (49%; n = 17). The mean age of this
sample was 16.82, SD = 2.567 and ranged from 13 -21 years. The hemoglobinopathy
status was comprised of and distributed across all four major genotypes: HbSS, HbSC,
HbSpB® Thalassemia and HbSB* Thalassemia with 57% HbSS (n = 20), followed by 26%

HbSC (n =9), 15% HbSB* Thalassemia (n = 5), and 3% HbSP® Thalassemia (n = 1).

Among this sample, there were 43% (n = 15) whose disease severity was worsened by a
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medical history positive for acute chest syndrome (ACS), cerebrovascular accident
(CVA), or combination, 51% (n = 18) negative for ACS or CVA, and 3% positive for
only CVA. There were 43% (n = 15) with a treatment plan consisting of Hydroxyurea
(HU) therapy alone, 9% (n = 3) consisting of both HU and chronic transfusion (CT), and
3% (n =1) CT therapy alone. At the beginning of this study, the mean number of years
participating in the transition program at the sickle cell center was 3.20, SD = 1.605, and
the mean number of encounters with the transition nurse coordinator for services offered
by the program was 3.29, SD = 1.384. For this sample, the mean distance to clinic in
miles one way was 24.34, SD = 26.986 each way. However, there was a subset, 31% (n =
11) of this sample whose distance to clinic was more than 30 miles. The annual
household income was below the poverty line for the state of Alabama in 63% (n = 22),
and greater than or equal to the poverty line 37% (n = 13) of the participants. Every
participants had a health insurer with 66% Medicaid (n = 23), followed by 20% private
payer (n = 7), 9% Medicare (n = 3), and 6% combination of private payer and Medicaid
or Medicare (n = 2). Private payer insurer was limited to Blue Cross Blue Shield of
Alabama for reasons unknown. The level of education extended from 7" grade to at least
some college education completed. Lastly, the self-reported overall health status was very
good in 37% (n = 13), good in 40% (n = 14), and fair in 23% (n = 8).

In the qualitative phase of this mixed methods study, 13 AYA of African
American ethnicity participated equally distributed between males at (54%; n = 7) and
females (46%; n = 6). In this subset, the mean age was 16.69, SD = 2.720 and ranged
from 13-21 years. The hemoglobinopathy status was comprised of and distributed across

the all four major genotypes, of which, 62% (n = 8) was HbSS, followed 15% (n = 2)
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HbSC, 15% (n = 2) HbSB* Thalassemia, and 8% (n = 1) HbSP® Thalassemia. Disease
severity was worsened in 39% (n = 5) of this subset with a medical history that was
positive for ACS or combination of ACS and CVA. However, 51% (n = 18) of this
subsets’ disease severity was not worsen by a medical history of ACS or CVA. In the
management of SCD and its’ complications, 69% (n = 9) of this subset had a plan that
consisted of HU therapy. At the beginning of this study, the mean number of years
participating in the transition program at the sickle cell center was 3.00 SD = 1.683, and
the mean number of encounters with the transition nurse coordinator for services offered
by the program was 3.38, SD = 1.261. The mean distance to clinic in miles one way was
22.00, SD = 24.28 each way. However, the distance to clinic was more than 30 miles in
31% (n =11). Fifty-four percent (n = 7) of the sample had an annual household income
below the poverty line for the state and 46% (n = 6) was greater than or equal to the
poverty line. Every participant had health insurance with Medicaid 69% (n = 9) followed
by private payer insurer 23% (n = 3) limited to Blue Cross Blue Shield for reasons
unknown, and Medicare 8% (n = 1). The level of education extended from 7% grade to
some college completed, of which, 31% (n = 4) were high school graduates and 15% (n =
2) had at least some college. The overall health status was described as good to very
good in 77% (n = 10) and fair in 23% (n = 3) of the sample. The sample

sociodemographic characteristics are presented in Table 5.
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Table 5

Sample Sociodemographic Characteristics as N (%) and M [SD]

Quan. Qual. CTPP RTPP
(N=35) (N=13) (N =25) (N =10)
Characteristic
Age 16.69 [2.58] 16.69[2.72] 15.36[1.63] 20.00 [.94]
Gender
Female 17 (49) 6 (46) 11 (44) 6 (60)
Male 18 (51) 7 (54) 14 (56) 4 (40)
Hemoglobinopathy
HbSS 20 (57) 8 (62) 15 (60) 5 (50)
HbSC 9 (26) 1(8) 6 (24) 3(30)
HbSPP Thal. 1(3) 3(23) 1(10)
HbSPB* Thal. 5 (14) 1(8) 4 (16) 1 (10)
Disease severity?
ACS 15 (43) 4(31) 12 (48) 3(30)
CVA 1(3) 1 (10)
ACSand CVA | 1(3) 1(8) 13 (52) 1(10)
No ACS/CVA | 18 (51) 8 (62) 5 (50)
Treatment plan
HU 15 (43) 9 (69) 11 (44) 4 (40)
CT 1(3) 1 (10)
HU and CT 3(9) 3(12)
No HU/CT 16 (46) 4 (31) 11 (44) 5 (50)

Distance to clinic

< 30 miles
> 30 miles

Timing in a program
# of years
# of encounters

Medical insurance
PP
Medicaid
Medicare
PP + M/M

24.34 [26.99]

24 (69)
11 (31)

2.80 [1.53]
3.29 [1.38]

7 (20)
23 (66)
3(9)
2(6)

22.00 [24.28]

9 (69)
4 (31)

3.00 [1.68]
3.38 [1.26]

3(23)
9 (69)
1(8)

25.04 [24.78]

16 (64)
9 (36)

2.72 [1.60]
3.12[1.48]

4 (16)
17 (68)
3(12)
1(4)

22.60 [33.30]
8 (80)
2 (20)

4.40 [.84]
3.70 [1.10]

3(30)
6 (60)

1(10)
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Annual income®

< poverty level 22 (63) 7 (54) 16 (64) 6 (60)

> poverty level | 13 (37) 6 (46) 9 (36) 4 (40)
Education completed

< 7" grade 3(9) 1(8) 3(12)

7" to 9" grade | 10 (27) 5 (39) 10 (40)

10" to 11" grade | 8 (23) 1(8) 8 (32)

HS graduate 10 (29) 4 (31) 4 (16) 6 (60)

Some college 4 (11) 2 (15) 4 (40)
Overall health status ©

Fair 8 (23) 3(23) 6 (24) 2 (20)

Good 14 (40) 6 (46) 9 (36) 5 (50)

Very Good 13 (37) 4 (31) 10 (40) 3 (30)

Note. 2 Disease severity as defined by a medical history of ACS, CVA, or both and plan
of treatment were self-reported by study participants and confirmed by a review of the
medical records by the principal investigator. ® Annual household income was self-
reported by either the parent or caregiver of the AY A and examined within the context of
the state of Alabama poverty line for a household of four ($24, 300), obtained from the
US Census Bureau Quick Facts: Alabama retrieved from
https://www.census.gov/quickfacts. ¢ Overall health status was self-reported by the AYA.
M = means; SD = standard deviation; CTPP = current transition program participants;
RTPP = recently transitioned program participants; Thal. = Thalassemia; ACS = acute
chest syndrome; CVA = cerebrovascular accident; HU = hydroxyurea therapy; CT =
chronic transfusion; PP = private payer; M/M = Medicaid or Medicare; g = grade level;
HS = high school.

Descriptive Statistics for the Study Variables

The descriptive statistics computed for the study variables included the central
tendency measures for the frequency and percent for the independent variables:
participation in a transition program, hemoglobinopathy status, disease severity,
treatment plan, and distance to clinic in miles. Additionally, transition program
participation was assessed for the number of years and encounters with the transition
nurse coordinator. The central tendency for distance to clinic in miles was computed for
< 30 or > 30 miles one way. The descriptive statistics computed for the independent

study variables are presented in Table 6.
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Table 6

Descriptive Statistics of the Independent Variables: Continuous and Categorical

Sample
Quan. Qual. CTPP RTPP
(N =35) (N=13) (N =25) (N =10)
Continuous Variables M [SD]
Timing in a program
# of years 2.80 [1.53] 3.00 [1.68] 2.72 [1.60] 4.40 [.84]

# of encounters | 3.29 [1.39] 3.38 [1.26] 3.12[1.48] 3.70 [1.06]

Distance to 24.34 [26.99] 22.00[24.28] 25.04[24.78] 22.60 [33.30]
clinic
Categorical Variables N (%)
Hemoglobinopathy status
HbSS 20 (57) 8 (62) 15 (60) 5 (50)
HbSC 9 (26) 1(8) 6 (24) 3(30)
HbSR Thal. 1(3) 3(23) 1 (10)
HbSPB* Thal. 5 (14) 1(8) 4 (16) 1 (10)
Disease severity
ACS 15 (43) 4(31) 12 (48) 3 (30)
CVA 1(3) 1 (10)
ACSandCVA | 1(3) 1(8) 13 (52) 1 (10)
No ACS/CVA 18 (51) 8 (62) 5 (50)
Plan of treatment
HU 15 (43) 9 (69) 11 (44) 4 (40)
CT 1(3) 1 (10)
HU and CT 3(9) 3(12)
No HU or CT 16 (46) 4 (31) 11 (44) 5 (50)
Distance to clinic?
< 30 miles 24 (69) 9 (69) 16 (64) 8 (80)
> 30 miles 11 (31) 4 (31) 9 (36) 2 (20

Note. ? Distance to clinic was calculated from the place of residency to the University of
South Alabama Comprehensive Sickle Cell Center. The place of residency was self-
reported and retrieved from the demographic questionnaire. ACS = acute chest syndrome;
CVA = cerebrovascular accident; CT = chronic transfusion; HU = hydroxyurea therapy;
Thal. = Thalassemia.
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The central tendency measures of distribution (mean, minimum-maximum
(range), and standard deviation) are presented for the dependent variable defined outcome
measures of successful transition: total STARxand TRxANSITION Scale scores and
transfer to adult care within 60 days post-termination of pediatric care for the AYA 19
years of age. In this sample, the mean total STARX score was 58.514, SD = 8.55 and
TRxANSITION Scale was 10.37, SD = 3.45. Transfer to adult care within 60 days post-
termination of pediatric care for the AYA 19 years of age occurred in 50% ( n = 5) of the
recently transitioned sample, and the mean number of days between the termination of
pediatric care and the transfer to adult care was 95.60 days, SD = 93.86. The descriptive
statistics computed for the dependent variable defined outcome measures are presented in
Table 7.

Table 7

Descriptive Statistics of the Dependent Variables

Total Scores

Mean [SD] Minimum Maximum
STARx 58.14 [8.55] 34 73
TRxANSITION 10.37 [3.45] 5 17

N (%)
N =10
Transfer to adult care 95.60 [93.86] 5 289
(Number of days)
Transfer to adult care 5 (50%)
<60 days

Note. STARx = Successful Transition to Adulthood with Therapeutics=Rx for Medication
Transition Readiness Questionnaire.
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Test of Normality

A test of normality was conducted to describe the distribution of scores for the
defined outcome measures of successful transition for the study sample. The scores of
the outcome measures, total scores for the STARx and TRxANSITION Scale were assessed
for normality using Kolmogorov-Smirnov statistics. From the results, significant values
for STARx (p =.041) and TRxANSITION Scale (p = .200) suggest no violation of the
assumption of normality. In order to avoid a type | error, false p-values were computed
using Benjamini and Hochberg’s method and the distribution of the scores were re-
appraised for normality. The non-significant values STARx (p = .082) and TRXANSITION
Scale (p = .200) indicates normality for the distribution of the total scores of both
instruments. The results of the test for normality are presented in Table 8.
Table 8

Normality of the Distribution of Scores for STARx and TRxANSITION Scale (N=35)

Total Score Kolmogorov-Smirnov?

Statistic df Sig. False p-value
STARx 151 35 .041 .082
TRXANSITION Scale .096 35 .200* 200

Note. 2 Lilliefors significance correction.
* The lower level of a true significance.

Reliability of the Survey Instruments
Because the reliability of a measurement instrument to consistently measure the
underlying construct can differ for study populations, reliability statistical analyses were
conducted to assess internal consistency of the STARx and TRXANSITION Scale

measurement instruments for the entire study sample (N = 35). Both instruments were
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used to quantitatively measure the defined outcome measures of successful transition:
development of disease, medication, and insurance knowledge and acquisition of self-
care and self-advocacy skills.

According to Cohen et al. (2015) and Ferris et al. (2015), the STARx measurement
instrument has a preferred internal consistency, with a Cronbach alpha coefficient
reported of .80, and items on the instrument displayed a moderate to strong correlation
with the total score. Internal consistency of the TRxANSITION Scale was explored by
Ferris et al. (2012) using item and total score correlations. The researchers examined the
correlation of each item with the scores of its respective domain and overall total
TRxANSITION Scale. From the analyses, each item had a moderate to strong relationship
with their respective domain and weak to strong correlation with total score.
Additionally, the domains had a reported moderate to strong relationship with the total
score.

In this study, the STARx self-report measurement instrument also had a preferred
internal consistency with a Cronbach alpha coefficient of .87. The inter-item (n = 18)
correlation of this instrument was weak to strong and ranged from (r = .01 - .70) with the
exceptions of item #4 (how often did you make your own appointment) and #17 (how
hard or easy is it to take care of yourself). Of the two items, there was no observed
correlation (r =.00). There was a weak to moderate correlation (r = .02 - .67) between
the remaining items and total score. The TRxANSITION Scale measurement had
acceptable internal consistency with a Cronbach alpha coefficient of .73. When assessing
the “alpha if item deleted” statistics for the domains of this instrument not used to capture

the underlying construct, successful transition (adherence, nutrition, issues of
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reproduction, trade/school, and ongoing support), it was revealed that removing the items
did not alter the reliability (r =.70 -.79) of the measurement instrument. In assessing the
relationship between the total TRXANSITION Scale, items, and domain specific to this
study, knowledge of the type of illness, medications, and insurance as well as self-care,
self-advocacy skills, and identifying a new provider, there was a strong correlation (r = -
.70). Similar to the findings of Ferris et al. (2012), there was a positive correlation
between the domains specific to this study and total TRxANSITION Scale score ranging
from moderate to strong (r = .45 - .75). The assessments of the both instruments’ internal
consistency findings are presented in Tables 9 - 16.

Table 9

Internal Consistency of the Measurement Instruments (N = 35)

Instrument # of Items Cronbach Alpha
STARx 18 .87
TRxANSITION Scale 33 73
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Table 10

Correlation Matrix: Inter-items of STARx (N = 18)

Items

2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
1 54 36 -02 33 01 40 28 39 .70 46 54 40 50 36 .40 40 37
2 - 14 04 70 -13 37 55 16 30 37 22 28 39 41 78 52 .16
3 - 30 11 -09 29 07 29 38 28 20 .06 34 25 .05 .11 .16
4 - 12 21 11 -08 31 .03 .14 08 .14 24 37 .02 .00 .06
5 - -21 45 55 32 13 17 12 27 31 49 63 44 13
6 - 14 -15 04 05 21 11 -36 .08 33 -13 .08 .11
7 - 16 20 16 19 .08 .17 .19 48 .18 36 -04
8 - 39 25 38 15 21 20 .18 48 39 .23
9 - 37 49 14 24 54 47 14 33 .27




14’

10

11

12

13

14

15

16

17

18

.62

.52

37

27

.23

.30

.55

.32

.29

.35

37

46

27

18

51

.29

.29

.16

.32

.25

.23

.20

.35

.09

A5

48

.63

.38

46

43

34

22

.38

.28

A2

.38

Note. Items 1-9 and 13-18 capture self-care and self-advocacy skills and 10-12 capture knowledge of disease and medications.



Table 11

Correlation Matrix: Items and Total STARx Score (N = 18)

Items Total STARx Score
1 .67
2 .67
3 48
4 27
5 .59
6 -.02
7 .30
8 51
9 .50
10 37
11 .62
12 .62
13 .38
14 .63
15 .62
16 46
17 .59
18 52
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Table 12

Correlation Matrix: TRxAN. Scale-Disease Knowledge: Items, Subscale, and Scale

Items Scores

1 2 3 Subscale Scale
1 - .28 01 .55 15
2 - .06 .65 A2
3 - .67 41
Subscale .39
Scale -

Note. Items 1-3 of the TRxANSITION Scale capture disease knowledge. Rx = medication;

TRxAN. = TRxANSITION Scale.

Table 13

Correlation Matrix: TRxANSITON Scale-Rx Knowledge: Items, Subscale, and Scale

Items Scores
4 5 6 7 Subscale  Scale

4 - 57 31 43 .69 43

5 - 49 .26 75 51

6 - .63 .83 .53

7 - .73 52

Subscale - .64

Scale -
Note. Items 4-7 of the TRxANSITION Scale capture medication knowledge. Rx =
medication.
Table 14

Correlation Matrix: TRxANSITION Scale-Ins. Knowledge: Items, Subscale, and Scale

Items Scores
27 28 29 30 Subscale  Scale

27 - .30 -.08 .26 48 A7
28 - 49 .36 .84 .70
29 - 41 .70 .52
30 - .70 .58
Subscale - .83
Scale -

Note. Items 27-30 of the TRxANSITION Scale capture insurance knowledge. Ins. =

insurance; Rx = medication.
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Table 15

Correlation Matrix: TRxANSITION-SCSA: Items, Subscale, and Scale

Items Scores
14 15 16 17 18 19 Subscale  Scale

14 - .67 35 .29 .00 .09 .52 34
15 - .62 .48 31 35 .18 57
16 - .68 .55 74 .87 .66
17 - .36 71 .80 .18
18 - 73 .66 45
19 - 81 12
Subscale - .82
Scale -

Note. Items 14-19 capture self-care and self-advocacy skills on the TRXANSITION
measurement instrument. SCSA = self-care and self-advocacy.

Table 16

Correlation Matrix: TRxANSITION-SCSA AC Provider: Items, Subscale, and Scale

Items Scores

32 33 Subscale Scale
32 - 52 .90 .61
33 - .85 45
Subscale - .61
Scale -

Note. Items 32-33 capture engagement and communication with adult care provider.
AC = adult care; SCSA = self-care and self-advocacy.
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Specific Aim and Research Question 1
Specific Aim 1
e Determine the impact of transition program participation on successful
transition.
Research Question 1
e What is the impact of transition program participation on successful
transition as evidenced by: (a) knowledge of hemoglobinopathy status,
therapeutic and prophylaxis medications, and insurance requirements for
ongoing access to health care; (b) acquisition of self-care and self-
advocacy skills necessary to self-schedule medical appointments,
communicate medical health history, and inquire about disease
management and complications with the adult care provider; and (c)
transfer to adult care within 60 days post-termination of pediatric care of
the AYA 19 years of age?
Sub-question 1
e What influence do hemoglobinopathy status, disease severity, treatment
plan, and distance to clinic in miles for medical services have on
successful transition?

To address specific aim and research question 1, a Pearson’s bivariate correlation

analysis was conducted to examine the relationship between participation in a transition

program and the defined outcomes measures of successful transition: total STARx and

TRxANSITION Scale scores and transfer to adult care within 60 days post-termination of

pediatric care for the AYA 19 years of age. In this analysis, participation in a transition
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program was examined for the number of years in the transition program and encounters
with the transition nurse coordinator for transition services. Additionally, an analysis was
conducted to examine the relationship between the factors: hemoglobinopathy status,
disease severity, treatment plan, distance to clinic, and the defined outcome measures of
successful transition. The relationships and direction of the movement (positive or
negative) observed between the variables. The strength of the relationships was
appraised using the correlation coefficient parameters: weak < .20, moderate between
>20 and <.50, and strong = >.50 (Pallant, 2013; Urdan, 2010).

From this analysis, a moderate to strong positive statistically significant
relationship was observed between the number of years participating in a transition
program and the total TRXANSITION Scale score (r = .53, n = 35, p <.002), transfer to
adult care (r =.75, n = 35, p =.05) and transfer to within 60 days post-termination of
pediatric care for the AYA 19 years of age (r = .44, n = 35, p =.000). However, no
statistically significant difference in the relationship observed between number of years
participating in a transition program and total STARx score. Additionally, there were no
statistically significant differences observed in the relationships between participation in
a transition program for the number of encounters, hemoglobinopathy status, disease
severity, treatment plan, distance to clinic; and the outcome measures of successful
transition. However, there was a weak negative correlation between distance to clinic
and total STARx (r =-.17) and TRXANSITION Scale scores (r = -.24). Of interest, there
was a moderately strong negative statistically significant relationship observed between
the independent variables, hemoglobinopathy status and timing in a transition program

for the number of encounters with the transition nurse coordinator for educational and
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transitional services (r = -.44, p =0.01). Lastly, there was a moderately weak positive
statistically significant relationship between hemoglobinopathy status and treatment plan
(r =.43, p =0.01). These statistical findings are presented in Table 17.

Table 17

Pearson’s Bivariate Correlation: Relationships Between the Study Variables

Timingg HS DS TP DTC® Total Total  Adult Trans
STARx TRxAN. care .<60

Timing* Years Enc days
Years .

- 24 10 A1 -.023 .-.023 .048 53 75 A4

*% * *
Enc. - -44  -24 -33 -35 .050 17 .30 .06
*%*
HS - A0 43 -.06 .004 .16 .55 .03
*

DS - .10 24  -06 .23 -.39 14
TP - .01 -.15 .15 -11 -14
DTCP - -17 -.24 .02 13
Total - .28 .20 .07
STARX
Score
Total - A1 .39
TRxAN *
Score
Adult - .70
Care *
Trans. -
<60
days

Note. Enc. = encounters; DS = disease severity; DTC = distance to clinic; HS =
hemoglobinopathy status; TP = treatment plan; TRxAN = TRxANSITION Scale.

4Timing in a transition program was examined within the context of number of years and
encounters by the study sample. ® Distance to clinic data was captured and examined for
the total number of miles traveled one way to USA-CSCC.

* = significant at the 0.05 level (two-tailed). ** = significant at the 0.01 level (two-
tailed).
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General Linear Models, Nonparametric Alternatives

General linear models, non-parametric alternative analytical procedures were
conducted to examine the mean differences between and within the independent variables
(factors/groups) on the defined outcome measures of successful transition: total STARx
and TRxANSITION Scale scores and transfer to adult care within 60 days post-
termination of pediatric care for the AYA 19 years of age. The non-parametric
procedures used to examine the associations and variability between the study variables
included Mann-Whitney U Test, and Chi-square test for independence. A standard
multiple regression analysis was also conducted to assess for variances seen in the
dependent variables explained by the independent variables (predictor) while controlling
the other variables interest. The factors and groups examined using these analytical
methods are listed in Table 2. The descriptive statistics for the study variables are
presented in Tables 6 and 7.

A Mann-Whitney U Test was performed to examine the difference between two
independent groups on the total STARx and TRxANSITION Scale and transfer to adult
care < 60 days post-termination of pediatric care for the young adult 19 years of age.
Additionally, differences were also computed between the current and recently
transitioned to adult care participants and the outcome measures of successful transition.
From this analysis, the Z value, level of significance using the traditional alpha and false
p-value, and effect size using Cohen criteria (.1 = small, .3 = medium, and .5 = large)
were appraised to determine statistical meaning and magnitude of the difference.

From this analysis in relation to the total STARx mean score, the results indicated

that there was not a statistically significant difference between the factors and the
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outcome measures of successful transition. However, there was an effect size difference
ranging between very small to medium (r = 0.08-0.29) in the total STARx mean score
between: 1) HbSS and HbSB°Thalassemia (M = 17.29, n = 21) and HbSC and

HbSB* Thalassemia (M = 19.07, n = 14), with a very small effect, U = 132.00, z = -.506,
p = .61, r =.09; 2) medical history positive for either ACS, CVA, or both (M = 18.79, n
= 17), and negative for ACS or CVA (M =17.25, n = 18), with a very small effect, U =
139.50, z =-.446, p = .66, r =.08; 3) treatment plan consisting of either HU, CT, or both
(M =15.29 n = 19) and not consisting of HU or CT (M = 21.22, n =16), with a medium
effect, U = 100.50, z =-1.709, p =.09, r =.30; 4) distance to clinic <30 (M =19.17,n=
24) and >30 miles (M = 15.45), with a small effect, U =104.00,z=-.997; p=.32,r =
.17; 5) time in a timing in a transition program for number of encounters < 3 (M = 18.27,
n=11)and >3 (M =17.88, n = 24) encounters, with a very small effect, U = 129.00, z =
-.107, p=.915, r =.02; and 6) time in a timing in a transition program for number of
years >3 (M=19.23, n=20)<3 (M= 16.37, n=15)and <3 (M = 16.37, n=15)>3
years (M =19.23, n=20), U =125.50, z=-.818, p = .41, with a small effect, r =.14.
However, the mean rank total STARx score was higher in study participants whose with
length of time timing in a transition program for years >3 (M = 19.23, n = 20) when
compared to than <3 years (M = 16.37, n = 15), U = 104.00, z = -.997, p = .32, r =.02.
Likewise, scores were higher with the study participants whose distance to clinic <30 (M
=19.17, n = 24) when than compared to >30 miles (M = 15.45, n = 11), U = 104.00, z = -
997, p=.32, r =.17. Lastly, scores were higher with the study participants whose

treatment plan consisting of HU, CT or both (M = 21.22, n = 16) when compared to a
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treatment plan not consisting of HU or CT (M =15.29, n = 19), U = 100.50, z =-1.709, p

=.09, r =.29. The results are presented and models (1-6) summarized in Table 18.

Table 18

Two Independent Groups

" Differences on the Total STARx Score: Models 1 - 6 (N = 35)

N Mean Median U- Z- p- False Cohen’s
rank value value wvalue p-value d
Time in program: 129.00 -.107 .92 91 .02
number of
encounters
<3 11 18.27 60.00
>3 24 17.88 60.00
Time in program: 12550 -.818 .41 .93 0.14
number of years
<3 15 16.37 60.50
>3 20 19.23 59.00
Hemoglobinopathy 132.00 -506 .61 91 0.09
status
HbSS and HbSB® 21 17.29 60.00
Thal.
HbSC and HbSB" 14 19.07 61.00
Thal.
Disease severity: 139.50 -.446 .66 .80 0.08
MH positive for 17 18.79 60.00
ACS, CVA or both
MH negative for 18 17.25 60.00
ACS and CVA
Treatment plan: 100.5 -1.709 .09 .93 0.29
TP consisting of 19 15.29 59.00
either HU, CT, or
both
TP not consisting 16 21.22 62.00
of HU or CT
Distance to clinic? 104.00 -997 .31 54 0.17
< 30 miles 24 19.17 60.50
>30 miles 11 15.45 59.00

Note. 2 Distance to clinic was examined within the context of the total miles traveled one

way from the place of residency to the USA-CSCC. ACS = acute chest syndrome; CVA =
cerebrovascular accident; HU = hydroxyurea; MH = medical history; Thal. =
Thalassemia; TP = treatment plan; CT = chronic transfusions.
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In relation to the total TRXANSITION Scale mean score, the results indicated that
there was a statistically significant difference with the length of time in the transition
program > 3 years (M = 21.55, n = 20) as compared to < 3 years (M = 13.27,n=15), U =
79.00, z =-2.372, p = .02, with a medium effect size (r = .40). Additionally, a statistical
significant difference was observed in the TRXANSITION Scale mean score of the study
participants with a treatment plan consisting of HU, CT, or combination (M = 14.76, n =
19) as compared to a treatment plan not consisting of HU or CT (M =21.84,n=16),U =
90.50, z =-2.041, p = .04, with a medium effect size (r = .34). However, after an
appraisal of the false discovery p value, there was not a statistically significant difference
in the total TRXANSITION Scale score for both timing in a transition program and
treatment plan. Lastly, there was not a statistically significant differences in the total
TRxANSITION Scale mean scores between: 1) HbSS and HbSB°Thalassemia (M = 16.79,
n=21) and HbSC and HbSB*Thalassemia (M = 19.82, n = 14), U =121.50,z =-.860, p
= .40, r = .15 with a small effect size; 2) medical history positive for either ACS, CVA,
or combination of both (M = 16.68, n = 17), and negative for either ACS or CVA (M =
19.25, n = 18) U = 130.50, z = -.744, p = .46, r = .13 with small effect size; and 3)
distance to clinic <30 (M = 20.00, n = 24) and >30 miles (M =13.64,n=11),U =84,z
=-1.709, p = .90, r = .30,with a medium effect size. However, the mean rank
TRXANSITION Scale score was higher with HbSC and HbSB*Thalassemia (M = 19.82)
than HbSS and HbSBThalassemia (M = 16.79). Additionally, the mean rank score was
higher with the medical history negative for either ACS or CVA (M = 19.25) than

positive for ACS, CVA, or combination of both (M = 16.68). Lastly, higher mean rank
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score can be seen with distance to clinic < 30 (M =20.00) than >30 miles (M = 13.64).

The results are presented and models (1 - 6) summarized in Tables 19.

Table 19

Two Independent Groups’ Differences on the Total TRxAN. Score: Models 1 - 6 (N = 35)

N Mean Median U- Z- p- False Effect
rank value value value p- size
value
Time in a program 112.00 -712 .48 48 12
related to number of
encounters
<3 15 16.18 9.00
>3 20 18.83 10.50
Time in a program 79.00 -2.372 .20 12 40
related to number of
years
<3 11 13.27 8.50
>3 24 2155 12.00
Hemoglobinopathy 121.50 -860 .39 .60 15
status®
HbSS and HbSp° 21 16.79 9.000
Thal.
HbSC and HbSB* 14 19.82 11.25
Thal.
Disease severity 130.50 -.744 46 .56 13
MH positive for ACS, 17 16.68 9.500
CVA, or both
MH negative for ACS 18 19.25 10.50
or CVA
Treatment plan 90.50 -2.041 .04* .12 34
TP positive for 19 14.76 8.500
HU, CT. or both
TP negative for 16 2184 11.75
HU or CT.
Distance to clinic? 84.00 -1.709 .09 18 .30
<30 miles 24 20.00 11.00
>30 miles 11 13.64 8.500

Note. # The distance to clinic was examined for the total miles traveled one way from the

place of residency to the USA-CSCC. ACS = acute chest syndrome; CT = chronic

transfusion, CVA = cerebrovascular accident; HU = hydroxyurea; MH = medical history;
Thal. = Thalassemia; TP = treatment plan.
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In relation to the recently transitioned and current participants, the results
indicated the total TRXANSITION Scale score was statistically significant higher with the
recently transitioned (M = 27.75, n = 10), as compared to the current participants (M =
14.10, n = 25), U = 27.50, z = -3.568, p = .00, with a large effect size (r = .60). However,
in relation to the total STARx scores, the results indicated there was not a statistically
significant difference observed between the recently transitioned (M = 19.40, n = 10) and
current participants (M = 17.44, n =25) , U = 111.00, z =-.512, p = .61, with a very small
effect size (r =.09). The results are presented and models (1-2) summarized in Table 20.
Table 20

Differences on Participants’ Total STARx and TRxAN. Scores: Models 1-2 (N = 35)

N Mean Median U- Z- p- False Effect
Rank value value value p-value size
STARx 111.00 -512 .61 61 .09
Current 25 17.44  60.00
participants
Recently 10 19.40 60.50
transitioned
participants
TRxANSITION 2750 -3.568 .00 .00 .60
Scale
Current 10 1410 8.50
participants
Recently 25 27.75 14.00

transitioned
participants

Note. TRxAN. = TRxANSITION Scale.

Next, chi-square test for independence (with Yates’s continuity correction) was
performed using Fisher’s exact probability cross tabulation to determine if there was an
observed relationship between the factors and the outcome measure, transfer to adult care

within 60 days post-termination of pediatric care for the young adult 19 years of age.
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Because the lowest expected frequency in every cell (100%) was less than five and a

small sample of (n = 10) recently transitioned study participants, Fisher’s exact

probability was used to examine the level of significance using the traditional alpha, p <

.05. Additionally, Phi coefficient statistics were observed in reporting the magnitude of

the computed associations. The null hypotheses utilized for this analytical approach

Were:

Ho = there is no statistical relationship between hemoglobinopathy status and
transfer to adult care within 60 days post-termination of pediatric care for the
AYA 19 years of age.

Ho = there is no statistical relationship between disease severity and transfer to
adult care within 60 days post-termination of pediatric care for the AYA 19
years of age.

Ho = there is no statistical relationship between treatment plan and transfer to
adult care within 60 days post-termination of pediatric care for the AYA 19
years of age.

Ho = there is no statistical relationship between participation in a transition
program for number of years and the transfer to adult care within 60 days
post-termination of pediatric care for the AYA at 19 years of age.

Ho = there is no statistical relationship between participation in a transition
program for number of encounters and the transfer to adult care within 60

days post-termination of pediatric care for the AYA at 19 years of age.
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e Ho= there is no statistical relationship between distance to clinic in miles and
the transfer to adult care within 60 days post-termination of pediatric care for
the AYA at 19 years of age.

From these analyses, the relationship between transfer to adult care within 60
days post-termination of pediatric care for the AYA 19 years of age and the factors was
not significant for: timing in a transition program for encounters, X? (1, N = 10) = .1.600,
p = .21, phi = .60 and years, X2 (1, N = 10) = .625, p = .44, phi = .50, hemoglobinopathy,
X2 (1, N = 10) = .417, p = .52, phi = .41, disease severity, X (1, N = 10) = .000, p = 1.00,
phi = -.20), treatment plan, X? (1, N = 10) =.000, p = 1.00, phi = .20), and distance to
clinic in miles for < 30 and >30, X2 (1, n = 10) = .000, p = 1.00, phi = .00. Therefore, the
null hypothesis was accepted. The result indicated that there was no relationship between
the factors and transfer to adult care within 60 days post-termination of pediatric care for
the AYA 19 years of age. However, the results indicated there was a large effect size
difference between transition program participation in the length of timing and the
likelihood of transfer to adult care within 60 days post-termination of pediatric care for
the AYA 19 years of age for both the number of encounters (phi = .60) and years (phi =
.50). Hemoglobinopathy status had a medium effect size difference (phi = .41) and
likelihood of transfer to adult care within 60 days post-termination of pediatric care for
the AYA 19 years of age. Treatment plan (phi = .20) and disease severity (phi = .20) had
a small effect size difference and the likelihood of transfer to adult care within 60 days
post-termination of pediatric care for the AYA 19 years of age. The results and cross

tabulations are presented and summarized in Table 21.
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Table 21

Between Factors Associations with Transfer to Adult Care (N = 10)

Groups N Yes No Yates’ df P- False  Phi
N (%) N (%) correction Value P- Value

for value
continuity

Timing?

Years

<3 2 2 (100) 625 1 44 126 .50

>3 8 3(38) 5(62)

Encounters

<3 5 4(80) 1(20) 1.60 1 21 1.32 .60

>3 5 1(20) 4(80)

Hemoglobinopathy 417 1 .52 1.04 41

status

HbSS and 6 4(67) 2(33)

HbSA°Thal.

HbSC and 4 1(25) 3(75)

HbSB*Thal.

Disease severity .000 1 1.0 1.0 .20

MH positive for 5 2(40) 3(60)

ACS, CVA, or both

MH negative for 5 3(60) 2(40)

ACS or CVA

Treatment plan .000 1 10 1.0 .20

TP positive for HU, 5 2 (40) 3(60)

CT, or both

TP negative forHU 5 3(60) 2(40)

or CT

Distance to clinic .000 1 10 1.0 .00

< 30 miles 5 4(80) 1(20)

> 30 miles 5 1(20) 4 (80)

Note. Transfer to adult care within 60 days post-termination of pediatric care for the

AYA at 19 years of age. ®Timing in a transition in a transition program. 4 cells (100%)
have expected count less than 5. The minimum expected count is 2.50.
ACS = acute chest syndrome; CT = chronic transfusion; CVA = cerebrovascular
accident; HU = hydroxyurea therapy; MH = medical history; Thal. = Thalassemia; TP =

treatment plan.
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Standard Multiple Regression

Finally, a standard multiple regression analysis was performed to determine how
much of the variance in the defined outcome measures of successful transition could be
explained by the predictors: transition program participation, hemoglobinopathy status,
disease severity, treatment plan, and distance to clinic entered into the model
simultaneously. Transition program participation was examined for the number of years
and encounters. Additionally, distance to clinic was examined for the total miles traveled
one way from the recorded residency of the study participants. The first regression was
computed for transfer to adult care within 60 days post-termination of pediatric care for
the AYA 19 years of age. The results of this regression indicated that the predictors
explained 6.2% of the variance (R?=.126, an adjusted R = -.062, F (6, 28) = .670, p =
.67) seen in the transfer to adult care within 60 days post-termination of pediatric care for
the AYA 19 years of age. Although not statistically significant, it was found that
participation in a transition program for three or more years and treatment plan made the
strongest contribution to explaining the degree of variance when all other variables in the
model are controlled (B =.315,p=.11and = .216, p = .30, respectively). Next, the
second regression model was computed for total TRXANSITION Scale score. The results
of this regression indicated that the model was statistically significant, and the predictors
explained 25.8% of the variance (R?=.389, an adjusted R = .258, F (6, 28) = 2.967, p =
.02) seen in the total TRXANSITION Scale score. It was found that the predictor timing in
a transition program of three or more years was found to be statistically significantly and
made the strongest contribution to explaining the degree of variance when all other

variables in the model are controlled (f =.373, p =.03). Although not statistically
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significant, the second strongest predictor was treatment plan (f =.335, p = .06) followed
by distance to clinic (f =.290, p =.11). The final regression was computed for the total
STARx score. The results of this regression indicated that 5% of the variance (R?=.136,
an adjusted R =.050, F (6, 28) =.732, p = .63) seen in the total STARx score. Although
not statistically significant, it was found the predictor, treatment plan made the strongest
contribution to explaining the degree of variance (B = -.793, p = .088). Additionally,
hemoglobinopathy status (B =.222, p = .32), followed by distance to clinic (B =.150, p =
.48) made the next strongest contributions to explaining the degree of variance. The
results are presented and the models (1-3) are summarized in Tables 22-23.

Table 22

Standard Multiple Regression of the Predictors on the Dependent Variables: Models 1- 3

R> Adj. df F- p- False  Partial
R value value p-value eta
Model 1 126 062 6 .670 .67 .67
Time in a transition program
e Years .30
e Encounters .08
Hemoglobinopathy status .02
Disease severity 10
Treatment plan 19
Distance to clinic 11
Model 2 389 258 6 2967 .02* .06
Time in a transition program
e Years 41
e Encounters A7
Hemoglobinopathy status .06
Disease severity .26
Treatment plan .35
Distance to clinic .30
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Model 3 136 050 6 .732 .63 0.95

Time in a transition program

e Years .09
e Encounters .02
Hemoglobinopathy status 19
Disease severity .06
Treatment plan .29
Distance to clinic 14

Note. * Significant at the traditional alpha (p < .05).
Table 23

Standard Multiple Regression: Beta, SE, t-value, p-value, and False p-value: Models 1-3

B SE t-value  p-value False
p-value

Model 1

Intercept 1.159 27 94
Time in a transition program

Years 315 24473  -1.671 A1 7
Encounters 100 32.500 424 .68 .79
Hemoglobinopathy status 021 29.233  -.096 .92 .92
Disease severity 101 24583 528 .60 .84
Treatment plan 216 26.564  -1.048 .30 .70
Distance to clinic 118 28.854  -.565 .56 .98
Model 2

Intercept 1.696 A2 21
Time in a transition program

Years 373 1.084 -2.366 .03* 21
Encounters 179 1.440 910 37 43
Hemoglobinopathy status .060 1.295 -.320 75 75
Disease severity 227 1.089 1.419 A7 23
Treatment plan 335 1.177 1.944 .06 21
Distance to clinic 290 1.278 -1.662 A1 .26
Model 3

Intercept 1.606 12 72
Time in a transition program

Years .092 3.190 -.490 .63 .95
Encounters .025 4.236 -.105 91 91
Hemoglobinopathy status 222 3.810 -1.003 .32 .96
Disease severity 057 3.204 -.300 a7 .92
Treatment plan 325 3.463 1.590 A2 12
Distance to clinic 150 3.761 -.723 48 .96

Note. SE = Standard error. * Significant at the traditional alpha level (p < .05).
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Specific Aim and Research Question 2

Specific Aim 2

e Describe the AYA with SCD ’s thoughts, experiences, concerns, and expectations of
their transition program participation on successful transition.
Research Question 2
e What are the AYA with SCD ’s thoughts, experiences, concerns, and expectations of
transition program participation on successful transition?

To address specific aim and research question 2, qualitative data were gathered
from focus groups and telephone interviews of (n = 13) AYA with SCD participating in
the Pediatric to Adult Care Transition program at the USA-CSCC. The participants of
the focus groups and telephone interviews were comprised of males (n = 8) and females
(n =5) ages 13- 21 years. From the focus groups and telephone interviews, audio-
recordings were transcribed verbatim and then subsequently analyzed using content and
thematic analysis. From the results of this analysis, exemplary words, phrases, and
quotes were revealed, categorized, and coded inductively to develop the compelling
overarching theme describing the impact of participation in a transition program on
successful transition. The results of the qualitative data analyses include a description of
the compelling words, phrases, exemplary quotes, sub-themes, and overarching emergent
themes used to address the qualitative specific aim.

Thoughts, Concerns, and Experiences
Overarching theme, sub-themes, and codes.
One overarching theme and four sub-themes were derived from the qualitative

data obtained from the focus groups and telephone interviews exemplifying the thoughts,
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experiences, and concerns of the AYA with SCD describing transition program
participation on successful transition. The overarching theme was that “Transition
Program Participation Facilitates Preparedness.” The linking sub-themes were: 1)
Clarifying the process and providing support; 2) Promoting knowledge of SCD, health
maintenance, self-management, and financial obligations; 3) Encouraging independence
and taking responsibility for managing one’s own care; and 4) Lessening emotional
concerns and anxieties about the transfer to adult care. The overarching theme and
contributing sub-themes and codes used to describe the impact of participating in a
transition program are presented in Table 24.

Table 24

Theme, Sub-Themes, and Codes Describing Impact of Transition Program Participation

Overarching Theme:
Participating in a transition program facilitates transition preparedness.

Sub-Themes Codes

Clarifying the process Current Participants
and providing support

helpful and informative

provided clarity on how to transition

provided guidance on what to expect on the adult side

Recently Transitioned
easier and smoother move to adult care

informative and helpful with repetitive discussions about the
transition process

supportive process without the feeling of abandonment

issued advance notification about and assistance with the
move to adult care

provided an introduction to adult care compared to pediatric
care
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provided a tutorial program in preparation for the move to
adult care

Promoting knowledge
of sickle cell disease,
health maintenance,
self-management, and
financial obligation

Current Participants
learning about the disease process

taught hemoglobinopathy status
provided new information on disease/family planning

directions on self-care

Recently Transitioned
learning about sickle cell disease

awareness of health maintenance

taught self-management strategies to treat a pain crisis at
home

learned a co-pay is required for medical services

Encouraging
independence and
taking responsibility
for managing one’s
own care

Current Participants
engagement and inclusion in the transition process

pushed self-care and less dependency on caregiver and parent

talk more easily and directly to providers with eye contact

Recently Transitioned
encouraged to assume responsibility for self-care and
engagement with healthcare providers

realization of the need to advocate for self and not depend on
the caregiver or parent

can plan and make own appointments

Lessening emotional
concerns and
anxieties about the
transfer to adult care

Current Participants

ease some concerns by answering questions on how to
transition

Recently Transitioned
ready for and at ease with the transfer to adult care

positive feeling associated with the recognition as an adult by
transition staff

confidence in the ability to attend the adult clinic independent
of parent or caregiver
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familiarity with and trust of the transition staff
relationship building

ease concerns about having a new provider with disease
management strategies different from pediatrics

From the completing words and statements of the AYA, the PI, dissertation chair,
and two dissertation committee members developed four sub-themes used to support the
overarching theme describing the impact of transition program participation on successful
transition of the AYA with SCD.

The data from the focus groups and telephone interviews revealed that transition
program participation provided clarity on and support throughout the transition process.
Individuals articulated that participation in a transition program provided assistance in the
transfer to adult care process and a feeling of not being abandoned or transferred to an
unfamiliar adult care provider and health care system without advance notification. The
quotations from the two program participants that illustrate the sub-theme, clarifying the
process and providing support were:

o  “It helps you to know, like what you have to do when you get older and when

you getting ready to, like to go to the doctor on your own and so, you know
what to do and youre not confused.” (female #1)
o “It made the transition to the adult side like better. I guess you can say better,
instead of just going from adolescent straight over. They were explaining how
it would be instead of them just switching us over to a doctor.” (female #1)
Next, the data revealed that transition program participation promoted the

development of knowledge about SCD, health maintenance, self-management, and
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insurance copay in the adult health care system. Individuals articulated learning basic
principles and facts about SCD and hemoglobinopathy status as a result of transition
program participation. Some individuals reported learning that SCD is an inherited
hematological disorder that can affect every organ of the human body and requires
medical management with prescription medication, routine clinic visits, and hospital
admissions. Participants also reported that the transition nurse coordinator and staff
reiterated to them the importance of effectively communicating to health care providers
their hemoglobinopathy status for disease-specific medical management. Other
participants reported that the program taught them the importance of being aware of their
significant others’ sickle cell trait or disease status when planning a family. Some
participants reported learning about the financial requirements by health care insurer of
the insured adult individual when presenting to an adult care provider. Lastly, participants
expressed that transition program participation provided information about self-
management and health maintenance responsibilities as an adult, home management of a
vaso-occlusive pain episode, and consequences of non-adherence with prescribed
medications. Some statements illustrating the sub-theme, promotion of knowledge on
SCD, health maintenance, self-management, and financial obligation were:

o “Ilearned, like SS, anybody can have it or be born with it. You won't die or

nothing like that, it's not contagious. You get sick a lot and go to a lot of
doctor appointments.” (female #3)
o “Ilearned how to manage my disease better than what I normally would have

as a child, and that it’s a blood disorder that deals with the red blood cells.
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And as far as the insurance now I have to pay a co-pay when | go to my
doctor appointments. ” (female #1)

o “Ilearned there are a lot of stuff you can do to prevent you from getting sick,
like taking a hot shower to prevent you from getting sick and all of that. The
PACT program taught me a lot. Like how to control my pain. How to take my
medication correctly and stuff like that. Like, don’t forget to take your
medication.” (male #1)

Additionally, participants stated that transition program participation encouraged
independence and taking responsibility for managing one’s own care. They described
how program encouraged participants to become more independent, and less dependent
on the parent or family caregiver related to scheduling medical appointments and
obtaining refills for prescribed medications. Individuals verbalized preparedness for the
transfer to adult care independent of the parent or caregiver and confidence in their ability
to attend an office visit and outpatient diagnostic studies on their own. One transition
program participant’s statement that illustrates the sub-theme, encouraging independence
and taking responsibility for managing one’s own care was:

e  “It got me ready to be an adult when I transitioned. I think I was already,
ready to go to the adult side, | was the one who was giving myself the
medicines and keeping my pain under control and all that. | was the one doing
it at home.” (male #1)

Finally, the data provided a rich description identifying the concerns and fears

about the transition to adult care and how transition program participation addressed the

expressed concerns and fears about the process. When asked about their concerns and
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fears about the transition process, some individuals expressed concerns about the
development of a personal relationship with the providers in the adult health care system
in comparison to the prior relationship with the pediatric providers they had known all of
their lives. Others discussed concerns about the difficulties involved with the transfer to
adult care and how to function as an adult in the medical management of their own
disease. There were specific concerns about the process for obtaining a prescription at
the pharmacy and scheduling an appointment with the adult health care provider. Some
individuals expounded on how transition program participation facilitates preparedness
for the transition process by lessening some of their emotional concerns and anxieties
about the transfer to adult care. It was clearly stated by some individuals that the
transition nurse coordinator and provider played an integral role in addressing their
concerns and questions about the transition process. The transition nurse coordinator was
expressly described as a trusted and approachable resource person who was as helpful in
alleviating expressed concerns and fears. An illustrative statement of an AYA on how
transition program participation lessens emotional concerns and fears was:

o  “They made me get over some of my fears, by like they would ask me
questions and tell me how it would be on the adult side and all of that. Like,
what sort of questions we should ask, or how we should start doing things on
our own, like going to, going to get your own prescriptions filled, or set up

’

our own appointments, and more adult stuff than we 're usually used to.’
(male #1)
The quotes of both the current and recently transitioned AYA used to exemplify and

illustrate the sub-themes with randomly assigned identifiers are detailed in Table 25.
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Table 25

Sub-Themes with Supporting Quotes (Identifiers Randomly Assigned)

Sub-Themes

Quotes

Clarifying the process
and providing support

Current Participants

“It helps you to know, like what you have to do when you
get older and when you getting ready to, like to go to the
doctor on your own and so, you know what to do and you’re
not confused.” (female #1)

“They did help pretty well telling me how, how I should
transition.” (male #1)

Recently Transitioned Participants

“It just made it easier to understand and get use to whatever
they might do different.” (female #2)

“It made the transition to the adult side like better. I guess
you can say better, instead of just going from adolescent
straight over. They were explaining how it would be instead
of them just switching us over to a doctor.” (female #1)

“It gave you more of a realistic uh, an approach to the adult
world I guess, like a faded version of the adult world in turn
of your medical needs. It just made it easier to understand
and get use to whatever they might do different from ah uh

how we use to. Well, how our parents used to deal with it.”
(female #3)

“I just feel like they made it a whole lot smoother. And they
made it better. Since they just kept coming in and they
slowly pushed us out there. They didn’t just abandon us out

there.” (female #3)

Promoting knowledge
of sickle cell disease,
health maintenance,
self-management, and
financial obligation

Current Participants

“I didn’t know that much, then they gave me handouts and
showed me videos. And then | started to learn more about
the process and the disease itself.” (male #3)

“It’s letting me know more about my sickle cell so that when
| get into the adult, I'll know what, what I’'m supposed to
do.” (male #4)

140



“I learned, like SS, anybody can have it or be born with it.
You won'’t die or nothing like that, it’s not contagious. You
get sick a lot and go to a lot of doctor appointments.”
(female #3)

“It helped me realize somethings I didn’t know. Like, what
percentage of my kids would get sickle cell dependent on
what type of person | would marry? Like, if someone didn’t
have the trait at all, or if they had the trait, or they had the
disease too, and that kind of got me thinking that, | really
don’t want to marry someone with sickle cell.” (male #1)

1t’s preparing you to get older by taking your medication,
the right medications, telling you when to take your
medication, and when not to.” (male #4)

Recently Transitioned Participants

“I learned how to manage my disease better than what 1
normally would have as a child, and that it’s a blood
disorder that deals with the red blood cells. And as far as
the insurance now | have to pay a co-pay when | go to my
doctor appointments.” (female #1)

“I'm much more conscious about myself and my health and
making sure I don’t get sick. I can’t do everything 100%
percent like other people may. | mean, I could if I trained
for it right. There are limitations to certain things, and you
need to be careful when people are sick and stuff like that.”
(female #1)

“I learned there are a lot of stuff you can do to prevent you
from getting sick, like taking a hot shower to prevent you
from getting sick and all of that. The PACT program taught
me a lot. Like how to control my pain. How to take my
medication correctly and stuff like that. Like, don’t forget to
take your medication.” (male #1)

Encouraging
independence and
taking responsibility
for managing one’s
own care

Current Participants

“It pushed me toward doing things on my own instead of,
you know, instead of me just looking around the room with a
blank stare, just waiting for something to happen. Ah, it
made me start setting up my own appointments and getting
my own prescriptions.” (male #1)

Recently Transitioned Participants

“I think it helped because, it made us realize that we have to
ask questions on our own and not to just look at our mom or
dad, who likes talk to the doctor for us.”(female #2)
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“I guess like you, I feel more at ease kind of knowing more
about what to do necessarily ah if that time comes and |
have to go the hospital, and ah easier to like make
appointments, and do all the technical stuff that your
parents did when ah | were at women and children.”
(female #2)

“It got me ready to be an adult when I transitioned. I think 1
was already, ready to go to the adult side, | was the one who
was giving myself the medicines and keeping my pain under
control and all that. | was the one doing it at home.” (male
#1)

Lessening emotional Current Participants
concerns and anxieties
about the transfer to
adult care

“They made me get over some of my fears, by like they
would ask me questions and tell me how it would be on the
adult side and all of that. Like, what sort of questions we
should ask, or how we should start doing things on our own,
like going to, going to get your own prescriptions filled, or
set up our own appointments, and more adult stuff than

we re usually used to.” (male #1)

Recently Transitioned Participants

“I'wasn’t really worried. I thought the doctors would
understand me. They made me get over some of my fear.
They would like, ask me questions and tell me how it would
be on the adult side and all of that.”

(male #1)

“Ms. XXXXX was open. And you could talk to her about
anything and she would help you, you know.” (female #1)

“Like I'm just used to Dr. XXXX and how she does things
but as the transition went on | got used to the other doctors
and other people, so it wasn’t that bad.” (female #1)

“They talked directly to you, heard your problems like first
hand and | feel more at ease kind of knowing more about
what to do.” (female #3)

“I was worried that I wouldn’t be able to, like make a
personal connection with my doctors. That I wouldn’t be
able to talk to them and be comfortable but then that
changed.” (female #3)

Note. SS= homozygous sickle cell anemia-HbSS disease.
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Specific Aim and Research Question 3

Specific Aim 3

e Describe the quantitative with qualitative findings and clinical implications
on the impact of transition program participation on successful transition of
the AYA with SCD that can inform the: (a) refinement of an existing transition
program; (b) development of new strategies to facilitate the successful
transition; and (c) improvement of the transition experience for this
population.

Research Question 3

e What findings and clinical implications will emerge after comparing the
results from the quantitative with qualitative phase of data analysis in order to
lend clarity on the impact of transition program participation on the
successful transition of the AYA with SCD in order to inform the: (a)
refinement of an existing transition program, (b) development of new
strategies to facilitate a more effective transition, and (c) improvement the
transition experience of this population?

Data Integration

To address specific aim and research question 3, quantitative and qualitative data
were merged and then assessed for similarities and differences in order to develop a more
comprehensive and in-depth contextual description and understanding of the impact of
participation in a transition program on successful transition. Quantitatively, there was a
statistically significant moderate to strong positive relationship between the total

TRxANSITION Scale score and length of time spent in a transition program (r = .53, n =
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35, p <.01), transfer to adult care (r =.75, n = 10, p <.05), and transfer to adult care
within 60 days post-termination of pediatric care for the AYA 19 years of age (r = .44, n
=10, p <.01). Moreover, the mean rank total STARx score was higher in those whose
timing in the program was three years or more (M = 19.23, n = 20) than < 3 years (M =
16.37, n = 15). Additionally, the TRXANSITION Scale scores were higher in those whose
timing in the program was three or more years (M = 21.55, n = 20) as compared to less
than three (M = 13.27 8.5, n = 15). Furthermore, transfer to adult care occurred within 60
days post-termination of pediatric care in 50% (n = 5) of the young adults at age 19 who
had recently transitioned to adult care (n = 10).

Of interest, the results demonstrated that every transition program participants
who transferred to adult care post-termination of pediatric care did so within 289 days.
Qualitative results revealed one overarching theme and four sub-themes describing the
impact of participation in a transition program. The overarching theme was “Transition
Program Participation Facilitates Preparedness. ” The contributing sub-themes were: 1)
Clarifying the process and support; 2) Promoting knowledge of sickle cell disease, health
maintenance, self-management, and financial obligations; 3) Encouraging independence
and taking responsibility for managing one’s own care; and 4) Lessening emotional
concerns and anxieties.

Additionally, the AYAs provided five suggestions and preferences to prepare
current and future participants to smoothly transfer to adult care. The suggestions and
preferences included: 1) life lesson workshops; 2) support groups and peer mentors; 3)
tours of the local adult hospitals; 4) information contrasting the adult and pediatric

hospital policy and procedures for pain management; and 5) guidebook with step-by-step
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instructions on how to successfully complete the transfer to adult care process. The life
lessons workshops described by the study participants included topics that would address
budget and money management, daily activities and responsibilities of living with a
chronic illness as an adult, coping strategies, and building effective communication skills
in order to actively engage with adult care providers in the outpatient and inpatient
setting. Study participants suggested that the transition nurse coordinator and providers
develop a support group composed of current and recently transitioned AYA in order to
provide peer support and mentoring throughout the transition process and living with
SCD. Several individuals expressed positive feelings about having the opportunity to
participate in a focus group to discuss and share with others who are experiencing the
same process. Individuals reported that having a support system would provide
additional support and aid in alleviating some of the emotional concerns and anxieties
associated with adapting to and coping with a new environment, relationships,
responsibilities, and expected behaviors in the adult health care system. Likewise, study
participants requested tours of the local adult hospitals in the community in order to
prepare for the transfer to the adult hospital setting. Moreover, it was suggested that time
be allocated for a hospital representative and adult care provider to address questions or
concerns about the health system during hospital tours. Lastly, they suggested that a
guidebook with step-by-step instructions on how to transfer to adult care would simplify
the transition process and provide guidance. Exemplar quotes illustrating their

preferences and suggestions are listed in Table 26.
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Table 26

Quotes of Participants’ Preferences and Suggestions (Identifiers Randomly Assigned)

Preferences and
Suggestions

Quotes

Life lesson workshops

Focus groups

Peer mentors

Hospital tours

Information contrasting
pediatric and adult
hospital policy and
procedures

Current and Recently Transitioned Participants

“Like workshops, life lessons workshops, some
more stuff like how to budget everything while
having to deal with other things, like buying your
medicine and everything like that. ” (female #2
Recently transitioned participant)

“I think you should um teach them how to talk to
adult doctors when we are in the hospital and
when, we are, like sometimes we may not be
ourselves and we don’t have our parents or anyone
there at all. ” (female #3 Recently transitioned
participant)

“This is a big help. I think sitting in a group with
other people and listening how they help
themselves, and giving each other ideas on how we
should react to our pain crisis or how we should
tell doctors how we normally are, or what to do in
certain situations. ” (male #1 Current participant)

“Have them have someone who has already
transitioned to tell them about how they do things
and stuff like that. Like, have an older person speak
to the kids that are trying to transition the adult
side. ” (female #1 Recently transitioned participant)

“Give them options that may kind of ease their
possible anxiety or fear of walking into ah hospital,
like, not knowing where to necessarily go.” (female
#3 Recently transitioned participant)

“I think you should let the kids know what their
options are after they get, well after they get out of
or before they get out of pediatrics or whatever. But
you should let them know their option of doctors,
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hospitals, medications, and stuff like that. ” (female
#3 Recently transitioned participant)

Guidebook “They could give us a little small guide to show us
what we should do or shouldn’t do, tell us how to do
it, or where to go online or who to call. That would
help a lot. ” (male #1 Current participant)

The similarities after merging the quantitative and qualitative data are presented

and listed in Table 27.
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Table 27

A Joint Display of Quan and Qual Analyses Similarities

Quantitative

Quialitative

Specific Aims 1 & 2

Determine the impact of
participation in a transition
program on successful
transition.

Describe the thoughts, experiences, and concerns of AYA with SCD regarding the impact
of their participation in a transition program on successful transition.

Indicators Measures Sub-Themes  Quotes Additional Quotes (Randomly
Findings Assigned ldentifiers)
Disease, The mean rank  Knowledge of  “I didn 't know that There were also “This is a big help. I think
medication, scores were sickle cell much, then they gave me  five suggestions  sitting in a group with
and insurance  higher on the disease, health handouts and showed and preferences other people and listening
knowledge STARxand maintenance, = Me videos. And then | of the AYA how they help themselves,
TRxANSITION  ge|f- started to learn more thought would be  and giving each other
Scale for the management, ~ about the process and helpful to ideas on how we should
participants in - 544 financial  the disease itself.”(male  participants in a react to our pain crisis or
the transition obligation #3) transition how we should tell doctors
program with program for the how we normally are, or
three or more “I learned, like SS, movement to what to do in certain
years in the anybody can have itor  adult care: situations”. (male #1)
program. be born with it. You
won'’t die or nothing 1. life lesson “They could give us a

like, that its’ not

workshops

little small guide to show




611

The mean rank
scores were
higher on the
STARx and
TRxANSITION
Scale for the
recently
transitioned as
compared to
the current
participants of
the transition
program.

contagious. You get sick 2. support group

a lot and go to a lot of
doctor appointments. ”
(female #3)

“I learned it’s a blood
disorder that deals with
the red blood cells. And
as far as the insurance
now | have to pay a
co-pay when | go to my
doctor appointments.”
(female #1)

“It helped me realize
somethings I didn’t
know. Like, what
percentage of my kids
would get sickle cell
dependent on what type
of person | would
married. Like, if
someone didn’t have the
trait at all, or if they had
the trait, or they had the
disease too, and that
kind of got me thinking
that, I really don’t want

5.

and peer
mentors

tours of the
local adult
hospitals

information
contrasting
the adult and
pediatric
hospital
policy and
procedures for
pain
management

guidebook
with step-by-
step
instructions
on how to
successfully
complete the
transfer to
adult care
process

us what we should do or
shouldn’t do, tell us how
to do it, or where to go on
line or who to call. That

would help a lot”. (male
#1)

“I think you should um
teach them how to talk to
adult doctors when we are
in the hospital and when,
we are, like sometimes we
may not be ourselves and
we don’t have our parents
or anyone there at all”.
(female #3)

“I think you should have
like, ah a group
discussion with like the
kids that are trying to
transition. Have them
have someone who has
already transitioned to tell
them about how they do
things and stuff like that.
Like have an older person
to speak to the kids that




0ST

Self-care and
self-advocacy
skills

The mean rank
scores on the
STARxand
TRxANSITION
Scale were

Encouraging
independence
and taking
responsibility

to marry someone with
sickle cell.”(male #1)

“The PACT program
taught me a lot. Like
how to control my pain.
How to take my
medication correctly
and stuff like that. Like,
don’t forget to take you
medication.” (male #1)

“Like, I think it helped
because, it, it made us
realize that we have to
asked questions on our
own and not to just look

are trying to transition the
adult side”. (female #1)

“ [ think you should let the
kids know what they re
options are after they get,
well after they get out of
or before they get out of
pediatrics or whatever.
But you should let them
know they 're option of
doctors, hospitals,
medications, and stuff like
that”. (female #3)

“Give them options that
may kind of easy there
possible anxiety or fear of
walking into ah hospital,
like, not knowing where to
necessarily go”. (female
#3)

“It pushed me toward
doing things on my own
instead of, you know,
instead of me just looking
around the room with a




TST

higher for
participation in
the transition
program for
three or more
years.

Timing has a
medium effect
on the total
STARx and
TRXANSITION
Scale scores.

The mean rank
scores on the
STARx and
TRxANSITION
Scale were
higher for the
recently
transitioned as
compared to
the current
participants of
the transition
program.

for managing
one’s own
care

at our mom or dad, who
likes talk to the doctor
for us. ”(female #2)

“I guess like you, I feel
more at ease kind of
knowing more about
what to do necessarily
ah if that time comes
and | have to go the
hospital, and ah easier
to, to like make
appointments, and do all
the technical stuff that
your parents did when
ah |, ah you were at
women and children.’
(female #2)

’

“I’'m much more
conscious about myself
and my health and
making sure I don’t get
sick. I can’t do
everything 100%
percent like other people
may. | mean, | could if |
trained for it right.

blank stare, just waiting
for something to happen.
Ah, it made me start
setting up my own
appointments and getting
my own prescriptions.”
(male #1)

“I guess like you, I feel
more at ease kind of
knowing more about what
to do necessarily ah if that
time comes and | have to
go the hospital, and ah
easier to, to like make
appointments, and do all
the technical stuff that
your parents did when ah
I, ah you were at women
and children.” (female #2)

“It got me ready to be an
adult when | transitioned.
I think 1 was already,
ready to go to the adult
side, | was the one who
was giving myself the
medicines and keeping my




[4)}

Transfer to
adult care of
the adolescent
and young
adult at age
19

Transfer to
adult care
within 60 days
post-
termination of
pediatric care
of the
adolescent and
young 19 years
of age occurred
in half to the
sample and all

clarifying the
process and
providing
support
promoting

There are limitations to
certain things, and you
need to be careful when
people are sick and stuff
like that. ”(female #1)

“It got me ready to be
an adult when |
transitioned. | was the
one who was giving
myself the medicines
and keeping my pain
under control and all
that. | was the one doing
it at home.” (male #1)

“It helps you to know,
like what you have to do
when you get older and
when you getting ready
to, like, like to go to the
doctor on your own and
S0, you know what to do
and you’re not
confused.” (female #1)

“It helps you like
knowing what you have

pain under control and all
that. | was the one doing it
at home.” (male #1)

“It just made it easier to
understand and get use to
whatever they might do
different.” (female #2)

“It made the transition to
the adult side like better. |
guess you can say better,
instead of just going from
adolescent straight over.
They were explaining how
it would be instead of




€at

had transferred
within 289
days. Transfer
to adult care of
the AYA 19
years of age
ranged from 5
to 289 days
post-
termination of
pediatric care.

Timing in the
transition
program of
more than
three years had
a large effect
on the transfer
to adult care.

to do when you go to the
doctor and all the
information that you
need to know so they

know how to help you.’
(female #1)

)

“They did help pretty
well telling me how, how
1 should transition.”
(male #1)

“It just made it easier to
understand and get use
to whatever they might
do different.” (female
#2)

“It made the transition
to the adult side like
better. | guess you can
say better, instead of
just going from
adolescent straight over.
They were explaining
how it would be instead
of them just switching us

them just switching us
over to a doctor.” (female
#1)

“It gave you more of a
realistic uh an approach
to the adult world I guess,
like a faded version of the
adult world in turn of your
medical needs. It just
made it easier to
understand and get use to
whatever they might do
different from ah uh how
we use to. Well, how our
parents used to deal with
it.” (female #3)

“I just feel like they made
it a whole lot smoother.
And they made it better.
Since they just kept
coming in and they slowly
pushed us out there. They
didn’t just abandon us out
there.” (female #3)
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over to a doctor.”
(female #1)

“It just made it easier to
understand and get use
to whatever they might
do different from ah uh
how we use to. Well,
how our parents used to
deal with it.” (female
#3)

“I just feel like they
made it a whole lot
smoother. And they
made it better. Since
they just kept coming in
and they slowly pushed
us out there. They didn’t
s " 1us out

ale #3)

Specific Aim 3

Describe the results, findings, and clinical implications when comparing current evidence-based quantitative with qualitative
data on the impact of participation in a transition program on successful transition of AYA with SCD in the (a) refinement of
a transition program; (b) development of new strategies to facilitate successful transition; and (c) improvement of the
transition experience for this population.




GqT

Results/Findings
Participation in a transition program can be associated with successful transition and facilitates preparedness for the transfer
to adult care.

Knowledge of disease, medication, insurance, self-care, and self-advocacy scores on the STARx and TRxANSITION Scale can
be seen to be higher with timing in a transition program of three or more years.

The transfer to adult care within 60 days post-termination of pediatric care for the AYA 19 years of age is more likely with
greater length of years and number of encounters while participating in transition program.

Clinical Implications
To improve the transition experience, the onset of participation in a transition program within the context of three or more
years can be associated with the defined outcome measures of successful transition.

Early access to and utilization of the educational, planning, and preparation services of a transition program is critical to
preparedness for the transfer to adult care and successful transition of the AY A with SCD at the USA-CSCC and possibly
other centers with a similar program.

The transition nurse coordinator and health care providers involved in the transition process play an integral role in
facilitating, clarifying, and providing a supportive process as a resource person and liaison between the AYA, pediatrics, and
adult care providers.

Refinement to the existing transition program

Annual Open House Event to include a recently transitioned AYA

USA Health System Adult Hospital tour

Transition nurse coordinator attendance at every pediatric clinic

Adult clinic policy change in relation to the no adjustment to the current plan of treatment on the first visit.
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e Transitioned AYA are seen by the transition provider at the first visit and followed every three months for the first
year

New strategies from the perspective of the AYA with SCD

Life lesson workshops

Support groups

Peer mentors

Tours of the local adult hospitals with information contrasting the adult and pediatric hospital policy and procedures
for pain management

e Guidebook with step-by-step instructions on how to successfully complete the transfer to adult care process

Improvement
e Reuvise current methods of communication and advertisement of scheduled events to increase awareness of the current
life lesson workshops and new programs such as text messages and social media
e Broaden the scope of the PACT committee to include a transitioned AY A and family caregiver
e Consult case management in order to address transportation to clinic for medical and transition services




Chapter Summary

In summary, this chapter presented the results of the descriptive, observational,
cross-sectional concurrent quan + qual study describing the impact of participation in a
transition program on successful transition to adult care and factors that may influence
adaptation to and coping with the process. The results included an overview of the
screening and enrollment of study participants, a detailed description of the sample
sociodemographic characteristics, descriptive statistics of the study variables test of
normality, and reliability of the survey instruments. Next, the findings from each
component of the concurrent yet separate quantitative and qualitative data analyses were
presented in both narrative formats as well as in tables. Finally, a side-by-side table was
presented describing similarities of the quantitative and qualitative data after results from
both analyses were integrated to provide a complete description and understanding of the
impact of participation in a transition program on successful transition of AYA with SCD

at the USA-CSCC.
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CHAPTER FIVE
DISCUSSION

This final chapter presents a discussion of the findings from the evaluation and
interpretation of the major findings regarding transition program participation in relation
to the specific aims, research questions, Schlossberg’s Transition Framework, previous
research, limitations, and strengths. The implications of the findings for the current
transition program at the University of South Alabama Comprehensive Sickle Cell Center
(USA-CSCC) and future research are addressed.

The aim of this observational descriptive mixed methods study was to provide an
in-depth description and contextual understanding of the impact of transition program
participation on successful transition in sickle cell disease (SCD) and other factors that
may influence adaptation to and coping with the transition process. Successful transition
was measured quantitatively using the total scores on the STARx and TRXANSITION
Scale and transfer to adult care within 60 days post-termination of pediatric care for the
adolescent and young adult (AYA) 19 years of age, and qualitatively from the
perspectives of the AYA using focus groups and telephone interviews. In general, the
major findings revealed very few surprises based on a review of the literature, consistent
with prior research, and the principal investigator’s clinical observations of the pediatric
and adult patient population’s progression through the USA-CSCC Pediatric to Adult

Care Transition (PACT) Program. The overall results demonstrated that transition
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program participation was associated with successful transition and facilitated
preparedness for the transfer to adult care through: 1) clarifying the process and
providing support; 2) promoting knowledge of SCD, health maintenance, self-
management, and financial obligations; 3) encouraging independence and taking
responsibility for managing one’s own care; and 4) lessening emotional concerns and
fears about the transfer to adult care. Hemoglobinopathy status, disease severity,
treatment plan, and distance to clinic in miles were found to influence AYAs’ adaptation
to and coping with the PACT program.

Study Sample

The study was conducted with a purposeful convenience sample of 35 current and
recently transitioned to adult care AY A with SCD ages 13-21 who are participants of the
PACT program at the USA-CSCC. The sample was evenly distributed between males
and females with an African American ethnicity. For some, the disease was complicated
by acute chest syndrome (ACS), cerebrovascular accident (CVA), or a combination of
both and required a treatment plan consisting of hydroxyurea (HU) therapy, chronic
transfusion (CT), or a combination. Overall, the sample did not differ from the non-study
participants at the USA-CSCC.

With few exceptions, the sample characteristics were similar to those in previous
research studies examining AY A with SCD transition program participation
(Andemariam et al., 2014; Hankins et al., 2012; Smith et al., 2011). Exceptions include
that in this study’s sample the reported incidence of ACS (43%; n = 15) was higher,
treatment plan consisting of HU therapy (43%; n = 15) was also higher, and number of

individuals receiving CT (3%; n = 1) was lower (Andemariam et al., 2014; Hankins et al.,
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2012). The differences between the findings of this study and previous research
conducted by Andemariam et al. (2014) and Hankins et al. (2012) may be explained in
that ACS may be diagnosed by health care providers as one of a broad spectrum of
pulmonary diseases including atelectasis, pneumonia, acute respiratory distress, fat
embolus, or multiple organ failure (Haynes & Kirkpatrick, 1993; Howard et al., 2015;
Melton & Haynes, 2006; Okumura et al., 2008). Additionally, differences in HU can be
explained by varying prescribing rates, lack of training for health care providers on the
prescribing, maintenance, and therapeutic monitoring, poor adherence by the AYA with
SCD, and fears of potential toxicities and side effects of the medication by individuals
and parents or caregivers, often leading to the lack of its utilization (Brandow &
Panepinto, 2010; Okumura et al., 2008). Moreover, differences in the utilization of CT
may be explained by the potential risk of infections, development of multiple antibodies
and alloimmunization to red blood cells (RBCs), secondary hemochromatosis, lack of
access to comprehensive sickle cell and RBC infusion centers, and required indefinite
adherence with transfusions, which can interfere with employment, activities of daily
living, and post-secondary education (Brandow & Panepinto, 2010; Chou, 2013; Kanter
& Kruse-Jarres, 2013; Pack-Mabien & Haynes, 2009). Finally, differences in the sample
characteristics may be explained by geographical differences, urban as compared to rural
within the context of access to and utilization of sickle cell centers for services, and
variability in the number of individuals with SCD seen nationwide (Brousseau et al.,

2010Db; Hassell, 2010; Logan, Radcliffe, & Smith-Whitley, 2002; Telfair et al., 2003).
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Schlossberg’s Transition Framework

In general, the findings of this study supported Schlossberg’s Transition
Framework’s philosophical assumption that an individual’s ability to cope with and adapt
to the transition process can be influenced by taking stock of four potential coping
resources or factors referred to as “The 4 S” system: self, situation, support, and
strategies (Schlossberg, 1981, 2011; Schlossberg et al., 1995). Self encompasses the
personal and demographic attributes of an individual affected by the transition
(Schlossberg, 1981, 2011; Schlossberg et al., 1995). Situation refers to the timing and
concurrent stressors of the transition (Schlossberg, 1981, 2011; Schlossberg et al., 1995).
Support identifies availability of internal and external environmental factors of support
(Schlossberg, 1981, 2011; Schlossberg et al., 1995). Strategies refer to measures that an
individual utilizes to navigate through or cope with the transition (Schlossberg, 1981,
2011; Schlossberg et al., 1995).

Consistent with Schlossberg’s Transition Framework, the study results reinforced
the importance of and relationships among successful transition and the SCD-specific
coping resources: transition program participation (strategy), hemoglobinopathy status
(self), disease severity and treatment plan (situation), and distance to clinic (support).
For example, the results of this study demonstrated that transition program participation
can have a positive influence on the AY A’s ability to adapt to and cope with transition
and transfer to adult care. This relationship can primarily be seen with the relationship
between successful transition as measured by the STARx and TRxANSITION Scale scores
and length of program participation of three or more years and transfer to adult care.

Additionally, this relationship can be seen from the results of the current study in the
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voices of the AY A with SCD through the focus groups and telephone interviews
describing their transition program participation experience. From their perspectives,
transition program participation facilitated preparedness for the transition process
through: 1) clarifying the process and providing support; 2) promoting knowledge of
SCD, health maintenance, self-management, and financial obligations; 3) encouraging
independence and taking responsibility for managing one’s own care; and 4) lessening
emotional concerns and fears about the transfer to adult care.

The results also demonstrated that hemoglobinopathy status, disease severity,
treatment plan, and distance to clinic in miles for medical services can have an influence
on the outcome measures of successful transition. Prior research on risk factors for an
unsuccessful transition and the findings of this study demonstrated that a less severe form
of SCD and distance to clinic > 20 miles can negatively influence the transition process,
as opposed to those whose disease has been complicated by a history of ACS and/or
CVA or treatment plan of HU and/or CT. This could be explained in part by the
individuals’ and/or parent(s)’ or caregiver(s)’ perception that their form of SCD is not
severe and therefore there is less need to adhere to outpatient clinic follow-up
appointments for medical management and transition services (Burlew et al., 2000;
Logan et al., 2002; Majumdar, 2013; Musumadi et al., 2012; Pinckney & Stuart, 2004).
Additionally, disease severity defined by a medical history positive for ACS and/or CVA
can be a concurrent stressor, given the stringent requirements for adherence with frequent
outpatient appointments and a treatment plan consisting of HU therapy, CT, or
combination of both in the management of disease complications; such a treatment

regimen indefinitely adds to the complexity of the transition process (Chou, 2013).
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Finally, distance to clinic in miles for medical services in relation to the lack of internal
and external environmental support services can impact access to and utilization of
medical services, particularly in a state with a large rural population and geographical
disparities (Andemariam et al., 2014; Mayer, 2008; Telfair et al., 2003; Williams et al.,
2015).

Major Findings

The findings of this study were consistent with those of Hankins et al. (2012) and
Smith et al. (2011), who examined pilot transition programs of varying content and level
of development. The findings of the previous research studies showed that transition
program participation was a feasible, beneficial, and acceptable strategy for health care
providers to facilitate transfer to adult care, resulting in higher disease knowledge scores
(Hankins et al., 2012; Smith et al., 2011).

The overall results of this study demonstrated a moderate to strong correlation
between transition program participation and the outcome measures of successful
transition: total STARx and TRxANSITION Scale scores and transfer to adult care within
60 days for the AYA 19 years of age. This study found that length of time spent in a
transition program is associated with successful transition and likelihood of transfer to
adult care. Timing in a transition program of three or more years had a medium effect on
the STARx and TRxANSITION Scale scores, and a large effect on the transfer to adult care
within 60 days post-termination of pediatric care of the AYA 19 years of age. There were
higher mean scores on the STARx and TRxANSITION Scale of the transition program
participants who recently transitioned to adult care as compared to current participants,

with a small effect on the total STARx and large effect on TRXANSITION Scale scores.
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Lastly, timing in a transition program in relation to the number of years spent in the
program makes the strongest contribution to explaining the total variances seen in
successful transition as measured by the AYAs’ total STARx and TRxANSITION Scale
scores and successful transfer to adult care within 60 days post-termination of pediatric
care.

The findings are also congruent with previous research by Andemariam et al.
(2014), who examined transition program participation on successful transition and
factors that may influence the process. Andemariam et al. (2014) found that AYA with a
milder form of SCD, HbSB* Thalassemia and HbSC, a treatment plan not consisting of
CT, and distance to clinic more than 20 miles did not successfully transition to adult care.
The results of the study conducted by Andemariam et al. (2014) also demonstrated that
the implementation of transition preparation and planning in the transition program for
the older AY A was inversely related to successful transition.

Overall, the findings from this study demonstrated that medical history positive
for ACS, CVA, or both, treatment plan consisting of HU therapy, and distance to clinic
less than 30 miles had a positive influence on the mean total STARx and TRxANSITION
Scale scores. Higher mean total scores on the STARx and TRxANSITION Scale can be
seen for individuals whose treatment plan consists of HU therapy and who travel less
than 30 miles to clinic, compared to those not receiving HU therapy or traveling more
than 30 miles to clinic. These two factors demonstrated a small to moderate effect on the
total scores of the STARx and TRxANSITION Scale. A medium effect on the transfer to
adult care of the young adult at age 19 within 60 days post-termination of pediatric care

can be seen with the more severe forms of SCD, HbSS and HbSB® Thalassemia; there is a
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small effect with disease severity defined as a medical history positive for ACS and a
treatment plan consisting of HU therapy. Lastly, the results indicated that variances seen
on the total STARx, total TRXANSITION Scale, and transfer to adult care within 60 days
post-termination of pediatric care for the AYA 19 years of age can be explained by the
predictors. Among the predictors, the strongest contributors explaining the degree of
variance on the outcome measures include the length of time spent in a transition
program and treatment plan.

However, in contrast to the results of this study, Andemariam et al. (2014) found
no association between the treatment plan consisting of HU therapy or medical history
positive for ACS and successful transition. The difference may be explained by the
limited number of individuals on HU therapy at the newer program examined by
Andemariam et al. (2014) compared to the utilization of this therapy in the more
established program examined in the current study.

Additionally, the findings of the current study are congruent with, support, and
extend findings from previous research conducted by Smith et al. (2011) on the emotions
and concerns of the AYA with SCD about the transition process pre- and post-transition
after initiating a pilot transition program. Smith et al. (2011) generally found both
positive and negative emotions and concerns and concluded that transition program
participation may alleviate some concerns about the transition process. However, the
researchers did not explore or describe how transition program participation addressed
the emotions and concerns about the transfer to adult care. This could be explained by
the researchers’ use of the subscales from the patient version of the Sickle Cell Transfer

Questionnaire (Smith et al., 2011). The self-report survey is structured and can consist of
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direct questions with a list of pre-determined choices for the study participants to select,
with the possibility of missing valuable data from the perspective of the study participant,
resulting in the lack of understanding “how or why” or bias by researcher (Polit & Beck,
2012).

The overall results of the current study addressed this gap by providing insight
into how transition program participation lessens the AYAs’ concerns and fears about the
transfer to adult care. The findings of this study demonstrated that transition program
participation lessens emotional concerns and anxieties about the transfer to adult care.
Primarily, this can be seen through the words of the AY A with SCD that transition
program participation: 1) answers questions on how to transition; 2) promotes confidence
in the ability of the AY A to attend the adult care clinic independent of the caregiver or
parent; 3) builds relationships and familiarity with the transition coordinator and adult
providers; and 4) eases concerns about having a new provider with knowledge and
training in the management of their SCD.

The findings of this study on the preferences and suggestions of the AYA with
SCD are congruent with the previous research conducted by Williams et al. (2015), who
examined the learning preferences for transition education of 37 AYA using the
Transition Education Survey. In general, Williams et al. (2015) found that transition
education coordinated by a health care provider during a clinic visit and self-taught at
home through a web-based social media interactive software program was preferred over
the use of pamphlets or handouts. The current study revealed that life lesson workshops,
support groups, peer mentors, hospital tours, and a guidebook with step-by-step

instructions regarding how to transfer to adult care can be used for transition education
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and learning of the AYA with SCD in preparation for transfer to adult care. The findings
of this study, in contrast to those of Williams et al. (2015), support more interactive
activities as a component in a transition program to meet the transitional needs of the
AYA in preparation for the transfer to adult care. Some participants of this study also
endorsed the involvement of a transition nurse coordinator and health care providers as a
valuable resource person on the transition process and SCD educator during routine
outpatient pediatric and adult clinic visits.

Finally, the study findings are congruent with and contribute to current best-
practice guidelines and assumptions of the leading health organizations and policy
makers that espouse beginning transition early during adolescence, in general around the
age of 12. The overall results of this study demonstrated that the length of timing in a
transition program can influence successful transition, indicated by higher scores on the
total STARx and TRxANSITION Scale in the recently transitioned as compared to the
current participants of a transition program (American Academy of Pediatrics, 2002,
2011). Additionally, the findings provide additional evidence that supports a planned,
purposeful, and comprehensive transition process for every AY A with a chronic
hematological disorder (Bryant et al., 2015). Finally, the findings contribute to the
current evidence on the use of transition programs to educate the AYA in preparation for
the transfer to adult care (American Academy of Pediatrics, 2002; Blum, 1995).

Limitations and Strengths

The research design and methods of this study have both limitations and

strengths. The limitations include use of the cross-sectional design for data collection,

purposeful convenience sample, AYA as study participants, self-report survey and focus
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groups as a method of data collection, and inexperienced research assistants. The
strengths of this study include its mixed methods methodology, purposeful sampling
strategy, triangulation through the use of multiple data sources, and multi-disciplinary
and highly skilled research team.
Limitations

First, the findings are limited by the cross-sectional design for data collection.
This design provides only a snapshot of the transition process of the AYA with SCD at
the USA-CSCC between February and June 2017. Hence, this may not represent the
entire transition process, which can extend over a period of years (Polit & Beck, 2012).
Moreover, selection bias can cause concern that the study sample may not be
representative of the general target population of interest nor the non-study participants at
the USA-CSCC. However, the cross-sectional study design is an economical and
practical approach for describing a phenomenon and data collection during a single
period or point in time (Polit & Beck, 2012). Additionally, the use of this study design is
congruent with the previous research on transition program participation in AY A with
SCD (Andemariam et al., 2014; Hankins et al., 2012; Smith et al., 2011). Although a
longitudinal study design would have provided an appraisal of the transition process at
different stages or changes throughout the process, it could have been restricted by
problems associated with attrition (Polit & Beck, 2012).

Second, the findings of this study are limited by the use of a small convenience
sample that may not be typical of the critical variables of interest or representative of
AYA with SCD. As a result, the statistical findings may not be valid or generalizable to

a larger sample (Polit & Beck, 2012; Urdan, 2010). However, this sample is comparable
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to those used in previous research and representative of the target population of interest,
with firsthand knowledge about transition program participation to purposefully and
richly inform the researchers and provide an understanding of the impact of such
programs on the successful transition of this population (Andemariam et al., 2014;
Hankins et al., 2012; Polit & Beck, 2012; Smith et al., 2011). Likewise, the selection of
the purposeful sample strategy and study site reduces potential risks to the study’s rigor
and credibility. Lastly, this sample of AYA with SCD ranging in age from 13-21
provides a diverse description and perspective with a wide range of responses on the
impact of participation in a transition program both pre- and post-transition.

Third, this evaluation of transition program participation in SCD involved a target
population of the AYA and a period marked by significant physical and psychosocial
developmental changes (Horner, 2000). Likewise, the period of transition is marked by
adaptation and coping with expected changes in behavior, new roles, relationships,
environment, and many other factors that may influence this process (Andemariam et al.,
2014; Burlew et al., 2000; Fortuna et al., 2012; Lebensburger et al., 2012; Schlossberg,
2011). During this period of transition, AY A may feel pressure or reluctance to speak in
the presence of an adult stranger or provider unknown to them (Horner, 2000).
Additionally, the AYA may not have the necessary cognitive, language, or social skills to
communicate a description of a phenomenon or health concern effectively (Horner,
2000). However, when asked to describe a specific current or previous experience, the
AY A have the required cognitive, language, and social skills to give a complete and
descriptive response and participate in a focus group discussion with peers (Beattie &

VandenBosch, 2007; Horner, 2000; Knight et al., 2009). Furthermore, research involving
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this population is essential to improve adolescent health and medical management of
AYA living with a chronic medical condition and to inform health policy and practice
(Santelli et al., 2003).

Fourth, the quantitative findings of the study are limited to the use of a self-report
survey to quantitatively measure the defined outcome measures of successful transition,
which can raise questions of trustworthiness and accuracy. However, the self-report
survey used in this study, STARx, was followed by the TRxANSITION Scale, a semi-
structured data collection tool administered to the participants by trained research
assistants. Participants’ responses were scored based on a standardized scoring guide
modified for the AY A with SCD and the purpose of the current study. The content of
this modified scoring guide was validated by an expert panel of pediatric and adult care
providers with expertise in the care of individuals with SCD. This panel of experts
consisted of a pediatric hematology/oncology nurse practitioner and researcher, director
of the USA-CSCC and adult care provider, and senior researcher. Moreover, both tools
are reliable instruments and the content of the modified scoring guide valid for the
purposes of this study (Cohen et al., 2015; Ferris et al., 2015; Ferris et al., 2012). Finally,
the use of the mixed-methods study design addresses this limitation with the use of
multiple data sources, including focus groups, telephone interviews, and review of
medical records (Creswell & Plano Clark, 2011; Ivankova, Creswell, & Stick, 2006; Polit
& Beck, 2012).

Fifth, although the purpose of the focus group and interview is to provide an in-
depth contextual understanding and insight into the research problem, it should be noted

that limitations exist. Both focus groups and interviews require a well-defined purpose,
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carefully planned and conducive environment, and well-trained, skillful, and experienced
moderator and support personnel (Cote-Arsenault & Morrison-Beedy, 2005).
Additionally, the AY A may feel pressured or reluctant to speak when talking with an
adult stranger or provider unknown to them during a focus group or interview (Horner,
2000). However, focus groups and interviews can be effective in the AY A population in
order to gather detailed information and rich understanding about the experiences,
concerns, and thoughts of AYA about a phenomenon (Cote-Arsenault & Morrison-
Beedy, 2005; Horner, 2000).

During a focus group, the AYA population may be more relaxed and eager to
share their experiences, concerns, and opinions in a discussion with their peers in a
comfortable environment facilitated by a familiar individual (Horner, 2000). The focus
groups were conducted in the privacy of the conference room at the local Sickle Cell
Disease Association. This location provides social support services and hosts an annual
Christmas party, tutorial program, and summer enrichment camp for individuals with
SCD; telephone interviews were conducted from the USA-CSCC research office. Both
the focus groups and interviews were conducted by the same research assistants who
collected and administered the surveys and questionnaires in the quantitative phase of this
study in order to create an atmosphere in which the participants felt at ease and
comfortable (Polit & Beck, 2012). With the lack of an experienced moderator and
observer, the Pl and members of this dissertation committee cannot be certain of the
consistency with which the research assistants engaged participants of the focus groups
and telephone interviews successfully. To address this limitation and improve the rigor

of the qualitative findings, debriefing sessions took place, notes were reviewed, and
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training was provided to both the moderator and note-taker. Prior to the focus groups and
interviews, training sessions were conducted with the research assistants on the use of the
written focus group and telephone interview guide, and supervision was provided during
both methods of data collection. Additionally, the dissertation chair, two members of the
dissertation committee with expertise and background in analyzing qualitative data, and
the principal investigator (PI), read and reviewed the transcripts independently and then
convened to discuss discrepancies and similarities among the codes and sub-themes in
order to reach a consensus. A data auditing system and detailed record keeping were
maintained throughout the data analysis. Finally, a narrative report was sent to the
participants of the focus groups and interviews to confirm or refute the research team’s
analysis of the data and provide corrections or additional information. The findings from
the narrative reports confirmed the researchers’ findings from the content and thematic
analysis of the qualitative data.
Strengths

It should also be noted that there are significant strengths of this observational,
descriptive, cross-sectional, mixed methods study. The strengths include use of the: 1)
mixed methods design; 2) reliable survey instruments; 3) purposeful sample at the USA-
CSCC pediatric and adult outpatient clinics with a transition program to richly inform
researchers; and 4) multi-disciplinary highly skilled dissertation committee.

The MMR study design allows researchers to capitalize on the strengths and non-
overlapping weaknesses of the quantitative and qualitative methodologies (Creswell &
Plano Clark, 2011; Plano Clark & Ivankova, 2016). Additionally, MMR minimizes the

potential of an alternative explanation or inferences of the results and produces more
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credible evidence and generalizable findings with the use of multiple data sources
(Creswell & Plano Clark, 2011; Ivankova, 2015; Polit & Beck, 2012). Finally, the
concurrent quantitative + qualitative and cross-sectional design are economical, time
efficient, and effective methods for the collection of multiple data sources over a
relatively short timeframe (Creswell & Plano Clark, 2011; Ivankova et al., 2006).
Moreover, the STARx and TRXANSITION Scale survey instruments used in this MMR
study correlate with successful transition; the TRXANSITION Scale scoring user guide
was modified and content validated for AY A with SCD to require a minimal amount of
time commitment from study participants and administrator of the tools (Cohen et al.,
2015; Ferris et al., 2015; Ferris et al., 2012). Furthermore, the purposeful sampling
strategy of the USA-CSCC outpatient pediatric and adult clinics as a study site with a
formalized transition program provided a readily accessible and suitable sample to inform
the researchers on the impact of transition program participation on successful transition
(Polit & Beck, 2012).

Finally, the research team was comprised of a highly skilled and multi-
disciplinary team of researchers with multiple contributions. This dissertation committee
consisted of three nurse researchers with pediatric and adult health care clinical and
research backgrounds in hematology/oncology, palliative care, and health care transition,
a sickle cell disease physician of more than 30 years, and a statistician. This committee
also consisted of a P1 with more than 21 years of clinical experience and expertise in the
medical management and transition of AYA with SCD. The research background and
training of this committee includes quantitative, qualitative, and MMR methodologies at

the University of Alabama at Birmingham and research in the basic health sciences at the
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USA-CSCC and College of Medicine. The multiple contributions of this research team
included the study design, statistical guidance, content and thematic analysis, and
administrative, technical, and material support.
Summary

In summary, it should be noted the study has been limited by its use of the cross-
sectional design for data collection, purposeful convenience sample, AYA as study
participants, self-report survey and focus groups as a method of data collection, and
inexperienced research assistants. However, it should also be noted that the primary
purpose of the study was to evaluate the link between transition program participation of
the AY A with SCD and successful transition to purposefully inform the researchers on
this complex phenomenon in order to address gaps in the literature, and provide a rich
description and understanding of the transition process and factors that may influence this
process.

Implications for the Current Transition Program and Practice

This descriptive, observational, cross-sectional concurrent quan + qual study
provides a comprehensive description and contextual understanding of the impact of
transition program participation on successful transition, with implications for the
refinement of the current PACT program at the USA-CSCC. Overall, the findings of this
study align with and contribute evidence-based data to current best-practice guidelines
and assumptions of the American Academy of Pediatrics, American Society of
Adolescent Medicine, American Society of Pediatric Hematology Oncology, and
Association of Pediatric Hematology Oncology Nurses on transition program

participation. Current best-practice guidelines and assumptions support a planned,
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purposeful, and comprehensive transition process and formalized program participation
for every AYA with a chronic disorder early during adolescence and coordinated by adult
and pediatric providers in order to facilitate successful transition and preparedness for the
transfer to adult care (American Academy of Pediatrics, 2002, 2011; Bryant et al., 2015).
The results of this study demonstrated that transition program participation can
have a positive association with successful transition and preparedness for the transfer to
adult care of the AYA with SCD at the USA-CSCC. This association between transition
program participation and successful transition can be seen in relation to length of time
spent in the program of three or more years. The study findings have implications for the
current transition program at the USA-CSCC in relation to the critical nature and
significance of early participation of AYA with SCD in the PACT program in order to
facilitate successful transition and preparedness for the transfer to adult care. The
program currently introduces the concept of transition to parents or caregivers and the
adolescent at age 12 and initiates the process at age 13, coordinated by both adult and
pediatric providers. The implications for this program involve the consideration of this
team of providers to initiate the transition process at an earlier age as a potential strategy
that can influence the AY As’ ability to adapt to and cope with the transition process as
described in the current study and Schlossberg’s Transition Framework (Schlossberg,
2011; Schlossberg et al., 1995). The study found that half of the recently transitioned
program participants transferred to adult care within 60 days post-termination of pediatric
care at age 19. On average, transfer to adult care post-termination of pediatric care
occurred within 96 days. However, there was one individual whose transfer to adult care

occurred in 289 days. This could be explained by the results of this study and the
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previous research studies demonstrating that distance to clinic can be a factor with either
a positive or negative influence on the transition process (Andemariam et al., 2014;
Williams et al., 2015). The results of the current study and prior research highlight the
need for case management involvement in transition programs; social support services
through the local community and sickle cell disease community-based organizations
could assist the AY A whose distance to clinic may be a factor that negatively affects
access to care and creates a barrier to transition (Andemariam et al., 2014; Betz &
Redcay, 2005; Williams et al., 2015).

Additionally, the results confirmed the importance of the transition nurse
coordinator’s and nurse practitioner’s roles in the transition program and process at USA-
CSCC. As integral players among health care providers of this population, the transition
nurse coordinator and nurse practitioner were each described as educators of and
resources for the AYA during the transition process. The transition nurse coordinator
currently attends the outpatient pediatric clinic one day a week and may miss an
opportunity to provide transition education, planning, and preparation to every participant
of the PACT program. The results of this study suggest the providers of the PACT
program consider the transition nurse coordinator’s attendance at every pediatric clinic in
order for participants to have an opportunity to receive transition services at each clinic
appointment based on the educational and learning needs of the individual AYA.

From the findings of the current study, learning preferences and strategies for
transition education and learning were revealed and included: life lessons workshops,
peer mentoring, support groups, hospital tours, and guidebook with step-by-step

instructions on how to transfer to adult care. The study findings also suggest that the
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health care providers and transition nurse coordinator of the existing transition program at
USA-CSCC incorporate more interactive approaches in addition to the current methods
to facilitate the preparedness of the current and future participants of this program for the
transfer to adult care. This consideration can be seen as an important step in the
refinement and development of new strategies that parallel and meet the learning needs
and preferences of the transitioning AYA in order to facilitate a more effective process
and improved transition experience.

The results of this study demonstrated that the TRXANSITION Scale used to
quantitatively measure the development of disease, medication, and insurance knowledge
and acquisition of self-care and self-advocacy skills correlated to the length of time spent
in a transition program and transfer to adult care. The results have implications for the
usefulness of the TRXANSITION Scale in the PACT program and possibly newly
developing programs in order to assess and track progression of the AY A with SCD in
preparation for the transfer to adult care in alignment with the six core elements of
successful transition (The Center for Health Care Transition Improvement, 2014). From
this instrument, the total scores and subscales could be used by health care providers to
identify deficits in transition education and preparation in order to develop an
individualized plan of action that is age and developmentally appropriate for the AYA
(Cohen et al., 2015; Ferris et al., 2015).

Finally, it is speculated that the findings may also have implications for the
refinement of other and possibly newly developing transition programs with new
strategies for a more effective process and improved transition experience of the AYA

within the SCD community.
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Future Directions

The findings of this descriptive, observational, cross-sectional study and its
innovative mixed methods study design evaluating transition program participation and
successful transition in the AY A with SCD could be used to generate hypotheses for
future research on transition programs in order to provide a more in-depth understanding
of the factors that can influence the process. Specifically, a longitudinal study could
evaluate transition program participation from the onset of this process to integration into
the adult health care system at a larger sickle cell center or multi-center study for more
generalizable findings and statistically powered results on transition programs. Further
research could be used to contribute to the current literature and build on the findings of
this study regarding transition program participation and factors that may influence
adaptation to and coping with this process in order to develop new or model programs.
Future studies could also provide additional evidence on the usefulness of Schlossberg’s
Transition Framework in nursing, adolescent care, and understanding the transition
process of the AYA and factors that may influence this complex phenomenon in a
growing and at-risk population.

Chapter Summary

In summary, transition from pediatric to adult care is a critical period in the lives
and medical management of AYA with SCD. A review of the literature reveals a host of
factors that may influence the transition process. This descriptive, observational, cross-
sectional concurrent quantitative + qualitative study was deemed by the research team to
be the best approach to evaluate the impact of transition program participation on

successful transition and factors that may influence adaptation to and coping with the
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process. The results indicate that transition program participation can have a positive
influence on successful transition and facilitate preparedness for the successful transition
through: 1) clarifying the process and providing support; 2) promoting knowledge of
SCD, health maintenance, self-management, and financial obligations; 3) encouraging
independence and taking responsibility for managing one’s own care; and 4) lessening
emotional concerns and fears about the transfer to adult care. Primarily, this can be seen
within the context of transition program participation of three or more years for transition
services, education, planning, and preparation.

These findings support the Schlossberg’s Transition Framework’s philosophical
assumption that transition is a process that occurs over time and can be influenced by
taking stock of four potential coping resources: self, situation, support, and strategy.
Additionally, findings support previous research and current best-practice guidelines and
assumptions regarding transition program participation as a strategy to facilitate
successful transition. While the findings demonstrate an association between transition
program participation and successful transition, it should be noted that the study
evaluated transition program participation of AY A with SCD at one of a limited number
of comprehensive sickle cell centers in the United States. The USA-CSCC is a well-
established and unique sickle cell center with both adult and pediatric outpatient clinics
and a formalized pediatric to adult care transition program coordinated by a highly skilled
and experienced multi-disciplinary team of health care providers. However, the findings
of this study could be used to refine the current transition program, develop new
strategies for a more effective process, and improve the transition experience of this

population at the USA-CSCC and possibly other sickle cell centers with similar
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formalized programs. Finally, the findings could be used to generate hypotheses for

future research at larger sickle cell centers with formalized transition programs.
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UNIVERSITY OF SOUTH ALABAMA

——— T

June 20, 2016

Marie Bakitas DNSe, NP-C, FAAN

Professor, Marie O'Koren Endowed Chair

University of Alaboma Birmingham School of Nursing
1720 2* Avenue South
Birmingham, Alabama 35294-1210

Deor Dr. Bakitas:

It is my plcusure 1o support the research sctivities of the proposed dimertation titled “Successful
Transition to Adukt Care: Impact of Participstion in & Transition Program" being submitted to the
University of Alsbasma Birmingham School of Nursing by Ms. Ardie Pack-Mabien. '

£ flective transitioning 1s a challenge for healthy populations. Traasitioning clients with &
chronic, lifolong illness is ofien met with additional challenges such a3 inedequatc insurence of
no insurance, a lack of health care providers, » weak family structure and poor self-estoem. It is
mwwwumuumumuumw
disease ia ot greatest risk for: (a) an increased rate of morbidity and mortality; (b) higher health
care cont; (c) higher emergency room utilizations; and (d) recurrent hospilal admissions in
addition 1o the many challenges and risk factors which lend 10 an unsuccessful transition and
tranafer to the adult health care delivery system.

As director of (he Univernity of South Alsbama Comprehensive Sickle Cell Center, | fully
mmmmanmmnmmm
findings from such a research study will likely provide insight that fecilitates transition resdiness
and suceessful transfer of sckle cell clients into the adult health care delivery system here ol the
University of South Alabama.

Respectfully submitted,

N
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July 26, 2016

Mare Bakitas DNSc. NP-C, FAAN

Professor, Marie O Koren Endowed Chair

University of Alabama Birmingham School of Nursing
1720 24 Avenue South

Birmingham, Alabama 35294-1210

Dear Dr. Bakitas:

It is my genuine pleasure to write this letter in support of the research activities in the proposed
dissertation entitled “Successful Transition to Adult Care: Impact of Participation in a Transition
Program™ being submitted to the University of Alabama Birmingham School of Nursing by Ms.
Ardie Pack-Mabien. I have worked with Ardie for 20 vears. As Director of the Pediatric
Hematology/Oncology Division at the University of South Alabama (USA), 1T feel well
positioned to understand the challenges of transition in sickle cell patients.

At USA, we have participated in several key trials leading to significant developments
correlating with greatly improved patient survival However, the incidence of some sickle
related complications increases as our patients reach adolescence and adulthood. These patients
also face many challenges including ineffective management of their condition, uncertainty
about their future as independent adults, lack of insight into their disease, and poor
communication with health care providers. These challenges underscore the significance of this
project in the lifelong medical management of the adolescent and voung adult with sickle cell
disease. Effective strategies are of paramount importance to address the increased rate of
morbidity and mortality, higher health care costs, higher emergencv room utilization, and
recurrent hospital admissions seen with unsuccessful transition.

As Division Director, I fully support the research activities of the proposed dissertation by Ms.
Pack-Mabien. Furthermore, the findings from such a research studyv of this caliber would provide
insight into the development of a successful transition program_ This could greatly benefit our
patients here at the USA and serve as a model for the community of adolescents and voung
adults with sickle cell disease at large.

Respectfully submitted,
Felicia L. Wilson, MD
Professor of Pediatrics

Director, Division of Hematologv/Oncology
University of South Alabama
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MPA"W:” oF gnsﬂggm AND [S& MORILE, ALAUAMA 36404-3273
Al '."X'fy INE

APPOINTMENTS: (251) 9055147 joptice 3)
) }JM\ 8 " OFFICE. {291) 4005115
PPEDIATRIC HEMATOLOGY /ONCOLOGY FAX: (251) 405-5120

Marie Bakitas DNS¢, NP-C, FAAN

Professor, Marie O'Koren Endowed Chair

University of Alabama Birmingham School of Nursing
1720 2* Avenue South

Birmingham, Alabama 35294-1210

Dr. Bakitas,

Itis my pleasure to support the research activities of the proposed dissertation titled
“*Successful Transition to Adult Care: Impact of Participation in a Transition Program" being
submitted to the University of Alabama Birmingham School of Nursing by Ms. Ardie Pack-
Mabien.

Transitioning adolescent population to the adult world is challenging in any chronic disease
process. It's particularly perplexing in sickle cell population due to myriad issues especially the
psychosocial aspect of the disease, As you are well aware, it is during this anticipated period of
transition that the adolescent and young adult with sickle cell discase is at risk for: (a) increased
rate of morbidity and mortality; (b) higher health care cost; (¢) higher emergency room
utilizations; and (d) recurrent hospital admissions in addition to the many challenges and risk
factors for an unsuccessful transition, Throughout the country there is a need for a reliable and
successful transition program for patients with sickle cell discase, Several models have been
proposed but none has met the expected success criteria.

As the Medical Dircctor of the division of Pediatric Hematology/Oncology at the University of
South Alabama, I fully support the research activities of the proposed dissertation by Ms. Pack-
Mabien. The findings from such a research study of this caliber would provide insight into the
facilitation of the successful transition in this population and greatly benefit our patients here at
the University of South Alabama and the community of adolescents and young adults with sickle
cell disease at large.

Sinearyly,
Hm“ﬁum. MD, MSe

Professor of Pediatrics
Medical Director
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UNIVERSITY OF SOUTH ALABAMA

. ~mrm

XVERON OF Mﬂm‘.ﬂll
TRIC FIMATOLOGY /ONCOLOGY FAX: (251) 408-5120

Birmingham, Alabama 352941210

Dr. Bakitas,

It is my pleasure to support the research activities of the proposed dissertation titied
“Successful Transition to Adult Care: Impact of Participation in a Transition Program" being
submitted to the University of Alabama Birmingham School of Nursing by Ms. Ardie Pack-
Mabien.

The management of patients with sickle cell disease is very complex and tedious, It

involves multidisciplinsty spproach, numerous screening investigations and pain therapy
tailored 10 meet individual patient needs. Successful transition to edult care is pivotal in

the lifelong medical management of the adolescent and young adult with sickle cell diseasc. It is
during this anticipated period of transition that the adolescent and young adult with sickle cell
disease is at risk for: (a) increased rate of morblidity and mortality; (b) higher health care cost; (c)
higher emergency room utilizations; end (d) recurrent hospital admissions in addition to the
many challeoges and social faclors for an unsuccessful transition. The above mentioned project
is & unique program designed to facilitate smooth transition and sharing responsibility with the
paticats without intimidating them. This program is highly appreciated by families and
healtheare providers of our community.

As an associate professor of pediatrics s the University of South Alsbama-Division of
Hematology/Oncology, 1 fully support the research activities of the proposed dissertation by Ms.
Pack-Mabien. Furthermore, the findings from research study of such a caliber would provide
insight into the facilitation of the successful transition in this population and grestly beoefit our
patients bere at the University of South Alabama and the commubity of adolescents and young
adults with sickle cell discase at large,

Respectfully submitied, j“"d 0™ 2ol

Abdul Haleez Siddigui, MD
Associate Professor of Pediatrics
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July 1, 2016

Iarie Bakitas DNSe, WP-C, FAAN

Professor, Mane O Koren Endowed Chair

University of Alabama Birmingham School of Nursing
1720 2™ Avenue South

Birmingham, Alabama 35294-1210

Dr. Balkitas,

It is my pleasure to support the research activities of the proposed dissertation
titled ““Successful Transition to Adult Care: Impact of Participation in a
Transition Program,” being submitted to the University of Alabama at
Birmingham School of Nursing by Ms. Ardie Pack-Mabien.

The Sickle Cell Disease Association of America— Mobile Chapter (SCDAA-
MC) understands the importance of this research, as we work diligently to
prepare our clients for adulthood, by engaigﬁng them through afterschool
tutorial programs, summer enrichment, and vecational rehabilitation programs.
As you are well aware, it is during this anticipated period of transition that the
adolescent and yvoung adult with sickle cell disease 15 at risk for: (a) mcreased
rate of morbidity aut%muﬂa]it_',r; (1) higher health care cost; () higher
emergency room utilizations; and (d) recurrent hospital admissions in addition
to the many challenges and risk factors for an unsuccessful transition.

As the Executive Director of SCDAA-MC, [ fully support the research
activities of the proposed dissertation by Iis. Pack-MMabien. Furthermore, the
findings from such a research study of this caliber would provide i.u.s'iight into
the transition experience and transfer of care to the adult health care delivery
system in this vulnerable population as well as greatly benefit our the local
sickle cell community.

Fespectfully submitted,

A aim f-."‘-'""" Ir :'l'""*'
Keava Boswell Jones, Esqg.
Executive Director
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“THE UNIVERSITY OF
ALABAMA AT BIRMINGHAM
Institutional Review Board for Human Use

Form 4: [RB Approval Form
Identification and Certification of Research
Projects Involving Human Subjects

UAB's Institutional Review Boards for Human Use (IRBs) have an approved Federalwide Assurance with the Office for
Human Research Protections (OHRP). The Assurance number is FWADOD05960 and it expires on Movember §, 2021, The
UAR IRBs are also in compliance with 21 CFR Parts 50 and 56.

Principal [nvestigator: Pack-Mabien, Ardie ¥

Co-lnvestigaton(s): LADORES, SIGRID L
LANDIER, WENDY
RaJU, DHEERAJ A

Protocal Mumber: X161128003
Protocol Title: Succesgfin! Tronsiffon to Adult Care: Inpact of Partieipation in a Transition Progran

The IRB reviewed and approved the above named project on f:g* ;{fﬂ' . The review was conducted in accordance with
UMABR's Assurance of Compliance approved by the Department of Health and Human Services. This Praject will be subject
o Annual continuing review as provided in that Assurance,

This project received EXPEDITED review,

IRB Approval Date:__ _"f{-}_‘_t}!i-r,

Date IRB Approval lssued: “L‘IZ'?

IRE Approval No Longer Valid On: W;.'f J} 7 f W Py
Ferdinand Urthaler, M.D,

Chairman of the [nstitutional Review
Board for Human Use (IRB)

Investigators please note:

The IRB approved consent form used in the study must contain the IRB approval date and expiration date.

IRB approval is given for one year unless otherwise noted. For projects subject to annual review research activities
may not continue past the one year anniversary of the IRB approval date,

Amy modifeations in the study methodology, protocol andior consent form must be submitted for review and approval
to the IRE prior to implementation.

Adverse Events and/or unanticipated risks to subjects or others al UAD or other participating institutions must be
reported promptly to the IRB,
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ALABAMA AT BIRMINGHAM T0L 20 Sove St

) Birimimghaim, AL 1501940104

Office of the Institutional Review Board for Human Use F05.934.378% | Fax 205.934,1301 | irb@uab.edu
APPROVAL LETTER

Ton Pack-Mabien, Ardie

FROM: University of Alabama at Birmingham Institutional Review Board
Federalwide Assurance # FWADDOOSSE0
IQRG Registration # IRBOOO00136 (IRE 01
IORG Registration # IRBOOD0OT2E (IRE 02)

DATE: 27-Dec-2017

RE: IRE-161128003
Successful Transition to Adult Care: Impact of Participation in a Transition Program

The IRB reviewed and approved the Centinuing Review submitted on 09-Mowv-2017 for the above referenced
project. The review was conducted in accordance with UAB"s Assurance of Compliance approved by the
Department of Health and Human Services.

Type of Review: Expedited (Category 7)
Determination: Approved

Approval Date: 27-Dec-2017

Approval Period: One Year

Expiration Date: 26-Dec-2018

Item 10b checked yes however the two amendments approved by the UAB IRBE wasn't submitted with your
renewal packet.

In the future please be mindful to submit all required documentation, thank you.

Documents Included in Review:

* ipr.171109
# protocol USA 171109
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:S- . TELEPHOME: {251) 460-530B

UNIVERSITY OF CSAB 138 - MOBILE, AL 366880002
SOUTH ALABAMA

Irbfisouthalabama.edu

INSTITUTIONAL REVIEW BOARD
February 2, 2017

Principal Investigator: Ardie Pack-Mabien, MSN, FNP-BC, PhD student
IRE # and Title: IRE PROTOCOL: 17-015

[996238-1] Successful Transition to Adult Care:lmpact of Participation in a
Transition Program

Status: APPROVED Review Type: Expedited Review
Approval Date: February 1, 2017 Submizsion Type: Mew Project
Initial Approval: February 1, 2017 Expiraticn Date: January 31, 2018

Review Category: Category: 45 CFR 46110 (7):
Research on individual or group characteristics or behavior

DHHS/FOA Subpan D 45 CFR 46.404: FDA 50.51 - Research not involving greater than MIMIMAL RISK
to children

This panel, operating under the authoriy of the DHHS Office for Human Researnch and Protection,
assurance number FIWA 00001602, and IRB Database 200000286, has reviewed the submitted materials
for the following:

1. Profection of the rights and the welfare of human subjecis involved.
2. The methods used o secure and the appropriatenass of informed consent.
3. The nisk and potential benefits to the subject.

The regulations require that the investigator not initiate any changes in the reseanch without prior IRE
approval, except where necessany to eliminate immediate hazards to the human subjects, and that all
problems involving risks and adverse events be reported to the IRE immediately!

Subsequent supporting documents that have been approved will be stamped with an IRE approval and
expiration date (if applicable) on every page. Copies of the supporting documents must be utilized with
the current IRE approval stamp unless consent has been waived.

Notes:
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E ) TELEPHOME: (251) 460-6308

UNIVERSITY OF CSAB 138 - MOBILE, AL. 36685-0002
SOUTH ALABAMA

INSTITUTIONAL REVIEW BOARD
April 6, 2017

Principal Investigator:

IRB Number and Title:

Event:

Date of Review:

Ardie Pack-Mabien, MSN, FNP-BC, PhD student
IRE PROTOCOL: 17-015

[996238-2] Successful Transition to Adult Care:lmpact of Participation in a
Transition Program

Amendment/Modification

April 6, 2017

The Institutional Review Beard has received your report concerning the following event:

Acknowledment has been made for the addition of Natalie Wiliams as key personnel and she has
completed NIH Protecting Human Research Participants and HIPAA for research trainnig.
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UNIVERSITY OF CSAB 138 - MOBILE, AL. 36688-0002
SOUTH ALABAMA

ib@southalabama.edu

INSTITUTIONAL REVIEW BOARD
June 30, 2017

Principal Investigator: Ardie Pack-Mabien, MSN, FNP-BC, PhD student
IRB Number and Title: IRB PROTOCOL: 17-015

[996238-3] Successful Transition to Adult Care:lmpact of Participation in a
Transition Program

Date of Review: June 30, 2017

Acknowledgment is made for the additional method of data collection to include face to face interviews
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rb@southaiabama.edu CSAB 138 - MOBILE, AL. 36888-0002

UNIVERSITY OF
SOUTH ALABAMA

INSTITUTIONAL REVIEW BOARD
January 24, 2018

Principal Investigator: Ardie Pack-Mabien, MSN, FNP-BC, PhD student
IRB # and Title: IRB PROTOCOL: 17-015

[996238-4) Successful Transition to Adult Care:impact of Participation in a
Transition Program

Status: APPROVED Review Type: Expedited Review
Approval Date: January 4, 2018 Submission Type: Continuing Review
Initial Approval: February 1, 2017 Expiration Date: January 31, 2019

Review Category: Category: 45 CFR 46.110 (7):
Research on individual or group characteristics or behavior

DHHSFDA Subpar D: 45 CFR 46.404: FDA 50.51 - Research not involving greater than MINIMAL RISK
to children

This panel, operating under the authority of the DHHS Office for Human Research and Protection,
assurance number FWA 00001602, and IRB Database #00000286, has reviewed the submitted matenals

for the following:

1. Protection of the rights and the weifare of human subjects involved.
2. The methods used to secure and the appropniateness of informed consent.
3. The risk and potential benefits fo the subject.

The regulations require that the investigator not initiate any changes in the research without prior IRB
approval, except where necessary to eliminate immediate hazards to the human subjects, and that all
problems involving risks and adverse events be reported to the IRB immediately!

Subsequent supporting documents that have been approved will be stamped with an IRB approval and
expiration date (if applicable) on every page. Copies of the supporting documents must be utilized with
the current IRB approval stamp unless consent has been waived.

Notes:

Expedited review and approval for the continuation of research granted for one additional year to retain
the anniversary of the expiration date of the initial IRB approval; remaining activities are limited to data
analysis only
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EIDNEY CENTER

November 8, 2014

To Whom It May Concern:

PhD Student at University of Alabama at Birmingham_ School of Nursing, Ms. Ardie Pack-
Mabien, ENC, MSN, FNP-BC has permission to use the Scoring Guide for the TRxANSITION
Scale for her dissertation. Please contact me if you have any questions or concerns.

Sincerely,

7—»?.4;;_

Maria E. Ferris, MD, MPH, PhD

Associate Professor and Director, Pediatric Renal Transplant and Healthcare Transition
Programs

University of North Carolina at Chapel Hill
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| June 17, 2016

To Whom It May Concern:

Ms=. Ardie Pack-Mabien has permission to use the 5TARx Transition Readiness Questionnaire, The

TRxAMNSITION Scale™, and the Nephrology Medical Passport™ for her dissertation. Please contact me if
you have any guestions or concerns.

Sincerely

Marna E. Ferris, MD, MPH, PhD
Associate Professor and Director, Pediatric Renal Transplant and Healthcare Transition Programs
University of North Carolina at Chapel Hill
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HEALTH SCIENCE CENTER ' - COLLEGE of NURSING

920 Madison Avenue

is, TN 38163

Phone: (50%] 448.6128
fax: (907 448410

November 1, 2016

Ardie Pack-Mabien, RNC, MSN, FNP-BC
5720 Fifth Street
Satsuma, Alabama 36572

Dear Ardie:

I am writing in response 10 your request to use and modify Interview Guides, Demographic forms, and
Participant Views questionnaires which were administered 10 participants in the “Exploring Family
Communication about Sickle Cell Discase™ study. As principal investigator of this study, | worked with
Dr. Jerlym Porter and Dr. Jane Hankins to develop these measures 1o collect data from adolescents with
sickle cell discase, their parents, and siblings. You may also use the protocol we followed to prepare for
and facilitate the data collection process. You have my permission to use and modify the questions in the
Interview Guide, Demographic forms, Parent Views questionnaires, and protocol as appropriate for your
study. | understand that you will be mentored and supervised by Dr, Maric Bakitas, faculty member at
the University of Alabama Birmingham School of Nursing, during your dissertation research.

Best wishes 1o you as you pursue your current study and your future research in this area.

Sincerely,

3 Cuato Bl

. Carolyn Graff, Ph.D., RN
Professor, College of Nursing
Chief of Nursing, Boling Center for Developmental Disabilities
Director, Ph.DD, Program in Nursing Science
/)

901.448,6544 (office)
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APPENDIX D

LITERATURE REVIEW FLOW DIAGRAM OF THE COMPLETE SEARCH AND

SELECTION PROCESS (PRISMA)
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Figure 6

Literature Review Flow Diagram of the Complete Search and Selection Process

(PRISMA)

Records identified through
CINAHL, PubMed, and Scopus

(n = 280)

Additional records identified
through other sources: reference
lists and web-based searches

(n=29)

Total number of full-text articles for review,
analysis, and synthesis

(n = 309)

!

Records after duplicates were removed from this review.

(n = 203)

!

Records screened

(n = 203)

Records excluded
(n=126)

1. Implications for transition of
the AYA with SCD

2. Authors unknown;

3. Quality assurance and
monitoring

4. Characteristics and
milestones of the successful
transition

5. Lack of methodology and
data analysis

6. Vital Statistics
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Full text articles assessed for Full-text articles excluded
> eligibility (n = 58)

(n=77) 1. Consensus statements,

clinical reports, and position
papers (n = 6)

2. Transition and SCD
overview (n = 29)

3. Narrative description of
transition programs (n =7)

4. Readiness assessment and
tools (n =5)

5. Age related health care cost,
utilization, and disease
burden (n = 3)

6. Learning Preference of
AYA with SCD (nh =2)

7. Development of transition
models and conceptual
frameworks (n =5)

8. Ethical considerations in

l transition (n = 1)

Studies included in this analysis and synthesis

(n=19)

Qualitative synthesis

(n=6)

Note. Screening process of the full-text articles selection for eligibility, analysis, and
synthesis of the literature on the transition of adolescent and young adults with sickle cell
disease. Adapted from Zhou, Roberts, Dhaliwal, and Della (2016). Transitioning
adolescents and young adults with chronic disease and/or disabilities from pediatric to
adult care services-an integrative review.

n = number of full-text articles.
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APPENDIX E

RECRUITMENT ANNOUNCEMENT AND FLYER
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Teenagers and Young Adults with Sickle Cell Disease!?!!
Your help is needed to learn more abowt the transition from
pediatrics to adult care

Wit is phe purpose of this research stody®

The purpose of this study 15 10 learn more aboul the partscipation i a transition
program on the successial ransitson From pediatne doctors o adult care doctors.
The study is being conducted by Andie Pack-Mabien, a doctoral siudent an the
Universaty of Alabama st Birmingham, School of Mursang.

Wihe can valduntarily participate®
Youw can \'u|ur|'|.a.ri|3,l pau"ln.'ipu'l.u in this research :m.nly af:
= Youare or your child 15 a leenmager or young adult between the ages of 13 10
21 years with sickle cell disease
& Youwans or your chald is a current ar recently transimoned 1o adell cane
pariscipant of the PACT program.
= Youor your child can read and understand the Enghish language.

Where Wil the Sendy Toke Ploce?
The study will take place i Mobale Alabama at:
= The University of South Alabama Comprebensive Sickle Cell Pediatne and
Adult Sickle Cell Outpatient Clinies.
= The Sickle Cell Dhsease Association of Amenca-Mobale Chapler.

Wihans Will Happer {f You Decide to Participate®
You will be asked 10:
1. Answer guestions aboul yoursell and the participation i a PACT program.
2. Participale in a group discussion on the movement from your current doctor
1o am H.'ll.lh care I:|IJCIJ:Ir.
3. Gave your thoughts on the resulis of this study o the rescarcher.

Wit are the bemefirs of anking part e dfis sty

= There may be no dinect benefits for taking part in thas stady_

= Smdy participants will receive a $20 Visa gifi cand and pareni(s) or
caregiver will recesve a WVisa £15 gifi card in appreciation for dstance travel
and tme. Onlly parents of non-driving bens who provide iansportation e
and from the focus group decussion will be compensated.

For more information or o take part in this research study, please contact

Ardie Pack-Mabien at (251) ATO-5880 or (251) SE2-4248 (numerical beeper).

At EacTt
] 1 WL
Lbwmiees |y mw s
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Attention: Focus Group Discussion Time Has Arrived

It’s time to tell your story and give your opinion on the
transition from pediatrics to adult care and participation in the
Pediatric to Adult Care Transition Program

You will receive a $20.00 pre-paid Visa gift card and your
parent will receive a $15.00 pre-paid Visa gift card for your time
and travel.

Where: Sickle Cell Disease Association of America-Mobile
Chapter at 1453 Springhill Ave across the street from the old
pediatric sickle cell clinic and Subway.

Time: 3:00pm -You must be on time!!

Day: Wednesday, April 12%, 2017
See you there,

Ardic Pack-Mabien, CRNP, PhD candidate
University of Alabama at Birmingham
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Attention: Focus Group Discussion Time Has Arrived

It’s time to tell your story and give your opinion on the
transition from pediatrics to adult care and participation in the
Pediatric to Adult Care Transition Program

You will receive a $20.00 pre-paid Visa gift card and your
parent will receive a $15.00 pre-paid Visa gift card for your time
and travel.

Where: Sickle Cell Disease Association of America-Mobile
Chapter at 1453 Springhill Ave across the street from the old
pediatric sickle cell clinic and Subway.

Time: 3:00pm -You must be on time!!

Day: Thursday, April 13", 2017
See you there,

Ardic Pack-Mabien, CRNP, PhD candidate
University of Alabama at Birmingham
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ASSENT FORM

TITLE (F RESEARCH:  Successful massiion to adult care: Impact of panticipation in &
{ransition program

INVESTIGATOR: Ardie Pack-Mabien, MSN, CRNP, PR} Studes, Usiversity of
Alsbama at Birmi
Marie Bakitns, DNSc, NP-C, FAAN, Professor, Marie 0" Koren
Emsdowed Chair, Usiversity of Alshama st Binminghsm

SPONSIR: Umiversity of Alahama ot Bimsingham, School of Nursing
Umiversity of South Alsbama Comgrehessive Sickle Cell Center

The investigaiors named above are doing a research study.

These sre soms we Wil b knww abesui resesrch studles:
We are asking you o be i g resssrch siudy. Resesech is & way 1o test new idens. Research belps
s bearn mew thimgs.

‘Whether or not o be in this rescarch & your choice. You can say Yes or Mo, Whatever you
deride i 0K You will siill receive good care from your doctors.

Wk s | belng ssked fo be in thds research shsds?
*ou are being asked to be in the stody berause you heve sickle cell disense and comemby

participate in the Pediatric to Adult Care Trossiton (PACT ) program.

What ks the study shous?

Thee researchers need bo keamn more #hout the move from the childhood docsors and nurses 1o the
adult doctors, nurses, and hosgiisk. For ple. the chiers will beok at whai you know
about sickle cell disease snd the skills nesded o make an sppodniment with your dociors and
tzke cane of yourself.

What will d this r
1 you sggree to be in this study, you will

#  Haove io snswer goestions during vour regaler clinie visit ot the pedistric sickle celll clinic
about what you know shoun sickle cell disease md movement from your cmment
childbened sickle cell doctors and nurses 1o sduh doctors and nurses at the pedistric sickbe
cell clinic.

# Take part in o fiecus group | discession) af the Sickle Cell Disease Association.

& et o S20.00 Viss pre-paid gift cord oi the end of the growp discession.

= ive your ideas, thoughts, or suggestions on the resulis of the stdy.

'ou willl receive & reminder in the mail and by tebephone about e group discussion o wedks

Ihefone amd 24 bovwrs befiore the focus group. In addition, you will receive the resalis of the study
in the msil 1o make comments on and revem by mail in o selfadd d mmd sismmped )

Page 1 ol 3
Wersion Duate: 610517 @

P
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Wil che study hari?®
Mo Thiere will be no nsed o test yowr blood or perform. my procedanes.

What ebse shiould | know abowt the study?
18 wou feel sick or afraid that something is wrong with vou, iell s adult ar cece. ¥ou do mot
bave b0 amewer any questions that are asked of you.

What are the th that [ n?

People may have good things heppen to themns because they are in a research sudy.  These are
called “benefits * The researchers hope o leam about e best way io help children with sackle
cell disease know abowi their discase and prepare for the move to an sdult docior for medical
cmre. The researchers might find out scmething that will help other children like you io make the
move b adult care betier,

hyat i | alom's want te be in this study?®

¥ou do not bave io be in the study if you do not wesd 1o, Your doctors ond surses willl still iske
core of vour sickle cell disease. If wou don®t west to be in this ssedy, vou con comtinue wo get
vour medical core 81 the University of Scwth Alsbama Comprebensive Sickle Cell Cemter
Pedistric Sickle Cell Clinke.

Wiho sheuld | ask if | have sny questisns?
16 you hsve sy questions. shem this stady, vou o vour parents can call the principal pesearchir,
Ardie Pack-Mobien, Nurse Praciitioner of {231} 4705880 or (251 ) 4705803,

Do I have o be in the stwdy?
Mo you do not have io be in the sudy. Even if you say yes now, you can change your nind later.
It i up io you. Mo one will be mad ot you if you don*t want so do this.

Page 2 al'3
Wersion Dae: 010317
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Sigmatures
Before decading 1f you want 10 be in the study, ask any questions you have. You can also ask
questions during the time you are in the study.

1f you sign your name below, it means that you agree to take part i this research study.

Your Name (Printed) Age
Your Signatare Date
Signature of Person Obtasning Consent Date
Page 3 of'3 T
Version Date: 010817 I& e | avaen
. 121 X!!
Abvmes | 1418 VRIM-C
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CONSENT FORM
Age 14 and 17 yesrs

TITLE (F RESEARCH: Successful ransition o adult care: Impact of panicipation in &
transition program

INVESTIGATOR: Ardie Pack-Mabien, MSN, CRNP, PRI Studem, Usiversity of
Alshama at Birmingham
Mlaric Bakims, DNSc, NP-C, FAAN, Professor, Marie
O Baoren Endovwed Chair, University of Alsbama a1
Birmiseed

APONSIIR: Unmiversity of Alnhamas ot Bimsingham, School of Nursing
Umiversity of South Alshans, Comgrehensive Sickde Cell
Cemier

Purpose of the Research

‘Wi are asking vou and your child 1o mke pan in o research study. We sre asking vour child o
tske part i this sbedy because your child is s adolescent or 5 young sduli disgwesed with siclde
cell disesse and is cunremtly o participant of the Pedisinic to Adult Care Transiton {(PACT)
program. This study is for sdolescents age 13 o 17 and young adulis 18 to 21 years who have
sickle cell disesse ond are current participants of the PACT Program. This reseanch sbady will
ezl us 10 learn more about the impact of panticipation in the PACT program on the seccessful
transition from the childhood doctor to m adult care doctor. We are alss rying 1o leam maore
about the faciors that maoy sffect the movement from the childhood dociors io sdali care. This
study will mvalves approxinaicly 62 sdolescents snd voung aduls with sickle cell disease ot the
University of Somth Alsbama Comprebensive Sickle Cell Cemter located in Mokbile, Alabama

Ex| ton of Precederes

‘ou will be mkod 1o complete o siudy demographae form. & oar cild will be Gsked 10 COmgiete o
study demographic fome, reo bnef guestionneines during your reutine schedaled appointment at
the pedintric sickbe cell clinic, and participate in o focus group (disoession) about ghe
participation in the Pediairic 1o Adult Care Trassition Program. The fooss groomp will tnke place
at the Sickle Cell DNsease Associntion of Amenica-Mobile Chapeer. The fooes group will last for
approximaiehy 6050 minuies snd will be audiotaped. I your child cannot sitend the foous group,
voig and your child will be comtectad by ielephone snd by mail 1o participale in o o -on-ofe
ebephone imerview that will be ssdiotmped. Y our child willl also receive o brief writien
description of the results from the forus group i read, sgree or disagres with, and provide exirs
infi ion. A self-add d stamp envebope will be sent im the mail with an enchosed sheort
writien description of the resalis of the focus group.

Risks amd Discomforts

Theere are no physical risks or discomfons for participating in this stedy. Although not Biely,
soame children and teemagers may not feel at ease answering, questions about their feclings,
concems, #nd experience. The questions mked during the focus group discussion will be direcied
at the group & a whole and no child will be single-out o snswer o question.

Page 108 &
“Wertion Db OLE/LT
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Benefits

¥ou and your child may mot benefit divecily from mking pan in this study. However, the resahs
af this study ey help us 1o betier endersiond the mnsition process and fectors that may sffec
the ssoressful ransiton to e sdult care doctor to meke changes io the corent PACT program.
develop new idess 1o make the rarsiiion process emsier, and improve the ransition experience of
adolescences and young adulis with sickle cell discase.

Aliermatives

Thee ahiemative is for voor child o wot participaie in this sody.
Confid entiality

Information obizinsd about you and wour child for this sudy will be kept confidential oo dhe
fullest extend sllowed by law. Howewer, research mformation that identifies you snd vour chald
may be shared with the lsstivational Review Boards a1 the University of Alsbama a1 Birmisgham
and University of South Alabama who are responsible for ensanisg compliance wish laws and
regulations related 1o pesearch. The mformation cbtained from this research study may be
published for sciemtific parposes; however, your child's identity will not be given out.

AUTHORIZATION TO USE AND HSCLOSE INDIVIDUALLY
IDENTIFIABLE HEALTH INFORMATION FOR RESEARCH PURPOSES

Pu
rnh'r::mmym-.,nh.-u The s sl relesse of your identifzbde health inSsrmsation, which & callal
priotesied Bealth mSormetion {PHI. Usder thes: s, yous protseted health information carsot be usel
ot diselieed b the rescarch iam for this resessch suly unless you give your persission. Sudy neconts
et inderntifly you will be kept conldeatial i requised by law.

What profesicd beshih inBsramtion will be used or disclosed?

The information that will be ussd andor dischned for thss rescarch stidy iscludes:
Name

Dﬂgmu:_

D aof” brih

Age

Gender

Telephone samber

Mailing Address

Zip Code

Medical records 1o confirm medical khisiory, timisg in the PACT program

(RN I I R I I ]

The resiualis of thas rescarch sady ssight be publishad = malial papers bt o mfoermition that identifies
yiru ik i individual will be published.

Wha will use my protecied health isformation sed o whom will it be dicesed?
In adkdilion b the sy principal svestigator smd dae eseasch stall, the Sollowiny mdividush may beve
acersis o idemifishle infmmation relsted 1o viour participation in this research shuly:
& The University of South Alshams Health Systess 1o schade the University of Seuth Alshama
Compeehensive Sickle Cell Center Adull and Pafisric Sadle Cell Outpatient Clisic

@ The Universiry of South Alshama R h Compli ] Assmsrance DHTice Sy mEvasw yolr
prfosicad balh mformalion S e purpoes of mosdersy he approprale comluct of this
sescamch iy

B
Page 2ol & et T
‘Wirsion Dite: ST o Lagne |
Sbwmi | 718 | LWL
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@ The Univemsity of Soath Alabama lnstiutions] Review Bossd sy neview your protecied heall
amfoernalion i part of ik nesponailany o protest the rights sl welfane of sescaech subjecss

o The University of Alabama at Birminghmmn (LAB), School of Mursing amd Instituticeal
Review Board.

Kight o refuse solboricitien S ool ull ol ecalih el i
1F s deelin o pronvide this aulonBition, vou will e be shle o pasticpale & the rearch siidy.
Hurwever., o dixmacn 1o deny aulionztion wall not affect podr fulire medacal cise.

Dases iy authoricafos cupine?
This sstborizion dee nol bave @ copination dse.

Right o withdras permivien o use pratecied health informstios
Al any time, you may cancel this ssthonzation in wriling by colacting the principal i nvestigsnoer lsted on
e firt g af the Somacnt forss, 17 yuss withlears peermminason, yuu will be semovd Sui the stuly.

hrerend befine dhe cancellation dite sy be weal if necessary in cospleting de
sescamch audy or any Sallow-up for this soady.

Potcuitiad For pe-dise hsare

Wosar protecied bealth mfsrmation will not be used o dischesed 1o sy ofies porsos or calily, SLospl as
segqued by law. Your FHI may alse be dusclosed for aulionmed oversight of dis nescarch siudy by other
qﬂmip&nurﬂruhmﬁl which use of your PHI has bocn approved by thes Instluteanal
Revicw Bossd. Plorse be gwase thal esce protecizd baahh sfeemation is diched, it ray so bager be
protecicd and may be sbared wilhoul vour perssission. However, e pescasch ieam andl the Universily™s
Iemnimational Review Boand {2 pasel] of docioss, il 1 wha have the joi ol
ﬂm':J.htHrl#.lnﬂMlhurﬂuﬁm““pﬁmﬂmwnmymplm
and limil e Gsclese of idemilying informaen abodl you.

Diaits Secu rily
= Mmmnump-ﬁqﬁmmmﬂkniml—;m—pbwmum:h
Fllowimg precaitans B proiccl il from b or i All

gpuestionnases will be labeled with a code number. ldentifiers such as name will l-ehe-pl:
in & locked calvinet separate from stedy data, sccessible only o principal investigotor and
ey members of this study.

o The sudy data will kqxnnlpumudpmﬂud.mypmdnmf&n‘emlmd

in & cabinet that will be ilbl= only o the p T stigml nflhu:nl!}-
a'l'l::mun.lml:mlhemnﬁdun-hrylhdmbeu d due o the technology mself
Nal v Participation snd Withd |

Whather or not you md vour child ske part in this sredy & your choice . There will be no penshy
if wo decide not to allow wour child so be i the stedy. 1If you decide not o allow your chald 1o
I i thee sbdy, wosmr child will not lose sy benefiss you snd your child are otheraise: owed. ¥ow
are free 1o withdrewe: your child from this reseanch study ot my time. Your choice w leave the
study will not affect you and your child’s relatiosship with this instrution or the Usiversiny of
South Alohama Comprehersive Sickle Cell Cemer. I you would like 1o stop your child®s
participation in this siudy, plesce coninet e principal investigmor., Ardie Pack-hMobien ar 251
AT0-S580 or 402891

Cast of Participetion

Theere wiill be nie cost o you for ieking past in this sedy. Wou are still respoasible for costs
associmed with vour somal clinke sppoinmenis. such i medical oo-pays.

e
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Pavment fur Participstion |s Rescarch

¥ou will receive & 813 Viza pre-paid gift card if vou provide a ride for vour child 1o sd from the
fircus growp. Y our child will receive & 520 Visa pre-paid gift card. You and your chald will
receive the Visa pre-paid gift card s the completion of the forus group to compensate you and
vor child for time and wavel 1o the Sickle Cell Disesse Association of America-Mobile Chapter
fior the participation in the fooss group. The Visa pre-paid gifi cand will be provided one-time
omly. W additiona] compensation will be provided 1o you end your child. Only one parent will
e pomipessated for providing transporistion i the fooms group.

iuesilon

If you have sy questions, concems, of complainis about the ch, you may conmo Andie
Pack-Mabien. She will be glad to answer oy of voor questions. Ms. Pock-M obien may be
conmoted gt (251) 4T0S889. 4T AR93, or gpeabien@ hegth southalsbams oda

1f you have questions about your rights &= & panticipan in this study, pless comect the
University of Sowth Alsbama Institutiosal Review Board (IRE) at (231) 480-6308 during regular
bosiness hours. The regular business hours ase £:00 am. 10 3:00 po. CT, Mondey deough
Friday. The [KB is a group of physicisns and community advocates who make sare & research
siudy is ethical and that the rights of the subjects are proteced.

Legal Rights

¥ou are not waiving any of vour legal rights by signing this informed consent documena.

P
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Slgmatwres

¥ ou are making o decision whether or not to bave vour child panticipste in this sudy._ Y our

signatare indicstes dat von bave resd or hive been read 1o vou and understand the purpose,
[: dures of this ch, and the inf ion provided abave and decided w0 sllow your child
0 paribcipaie.

Wou have had an opporvamity 10 ask questions which have been answered to your satisfaction.
¥ ou voleniary agree o allow vour child wo participste in this resesrch s described.
¥ou sclmonledge receiving and resding the Medical Sebject’s Bill of Righss.

Wou will receive & copy of this signed consent .

Signature of Participent 1417 Years of Age Date
Higr off Parent or Giusnd Date
Signature of Person Obasiming Consent Diate
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CONSENT FORM

18 years obd and older
TITLE {3F RESEARCH: Successful resesiiion to adult core: Impact of panicipation in &
{ransition program
INVESTIGATOR: Ardie Pack-Mabien, MSN, CRNP, PR} Studess, Usiversity of
Alsbama at Birmi

Marie Hakits, DNSc, NP-C, FAAN, Professor, Marie
A Koren Endowed Chadr, University of Alsbans s
Birmmi

SPONSOR: Umiversity of Alahama ot Bimsingham, §cheol of Nursing
Umiversity of South Alabans Congrehensive Sickle Cell
Center

Purpase of the Researeh

We are asking you 1o teke pant in & research soedy. We are asking you to take part in this stedy
because you are & young adult dagnesed with sickle cell disease and are cavently or recently
transitioned panticipant of the Pediairic 1o Adalt Care Tressition (PACT) program. This sudy is
fior mdolzsoemts sge 14 1o |7 and young sdabs 18 w21 yesrs who hive sickle celll disease and are
current or recently transitionsd 1o sduk care panicip af e PACT Program. This research
study will help us to leam more shom the impact of participation in the FACT program on e
succesatul mmnsition from the childhood docior 1o sdalt care docior. We are also tryving 1o lesm
miane ghowt the factors that mey affect the movensent from the childbood doctor o adult care.
This study will involves spproximaiely 62 sdolescents md young adubs with sickle cell discase
at the University of South Alabsms Comprehensive Sickle Cell Center locaied in Mobile,
Alabams.

Ex vion of Precedsres

o will be asked to complete o study demographec fonm and ree brict questonmaires duning
v poutine scheduled clinic sppointment & the pedimiric or adult clinic md participaie in &
fiscus growp | discussion | abou the impact of participstion in the PACT program. The foos
group will iske ploce @ the Sickle Cell Disease Associstion of Amserica-Mobile Chapier. The
fivcus growp disowssions will les for spprocimssely S0.90 miswies and will be sudiompsd. 1f you
commod aniend the fooss growp discussion, you will be comtacied by telephone snd or mail for a
ome-on-ome e lophone imterview that will be audiotaped. You will also receive o brief writien
description of the results foom the focus group o read., sgree or disagres with, and provide exira
infiormaiion. A self-addressed stamp envelope will ke sent i e mail with @ encleced shon
writien description af the pesalis of the faous group.

Risks amd Disconforts

There are no physical risks or discomfons for participating i this stedy. Although not ely,
soane yourg adults mey mot feel ot eace onswering questions about their feslings, concermns, mnd
expenence. The questions ssked during the focus group will be divected towornd the group s a
whode med you will not be simgle-out bo answer o guestion.

Wiridon Bt S0/ F
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Beneliis

Wou may ot benefis direetly from teking pant in this sady. However, the results of this study
myh:lpusmbemet understand the transition process mnd factors that mey affect the saceessful
transition io sduli care doctor o muke chonges w the current PACT progrom, develop new
strategics io make the esiton process easicr, and improve the tansition experience of
adodescents and young adulis with sickle cell discase.

Aliermatives

The shemative is for you o not participaie in this sudy.
o eneiality

Information obisined about you for this stedy will be kept confidential io the fallest exiend
allowed by low. However, research infomiion that identifies you may be shared with the
Instinsticaal Review Boards at the University of Alsbama at Birmingham and University of
South Alabama who are responsible for ensuring compliance with lews and reguliions relsted o
research. The infommston obigined from this reseanch stedy may be published for scientific
prpases; however, wour idemtity will mot be given out.

AUTHORIZATION TO USE AND MSCLOSE INDIVIDU ALLY
IDEXTIFIABLE HEALTH INFORMATION FOR RESEARCH PURPOSES

Purpase

Frederal pravicy lews protect the use s release of your identifable Bealh inSormation, which @ called
profecicd bealth msrmulion (PHI). Usder Siese ks, youws peoteciod health infomalion sl be wsed
or disclosed b the rescanch eam for i rescaech sidy unless you give vour perstission. Siudy reconds
st icdenilify yiou will be kept conladeatis] s regaised by law.

What profecied beslih infsrmmabion will be used or disclosed T
The information that wall be used andior disched for the ressarch snady iscludes:
Mami

Dhagnosis

Drate of birth

Age

Ciender

Telephone mamber

Mailing Address

Zip Code

Medical records to confirm medical bisiory, tinsing in the PACT prograns

o006 060060 06

The sesaul ts oo thiss resesrch stuly might be published i mesical papers but o isforation that identifies
you i o individual will be published

Wha will use my profected healoh iaformation sed to whom will it be diclsed?
In adkdition we the udy principal mvesligalon sd e rescasch il de followmy mdividuak may have
aecess o dimlifiahle information selsted B vour parsipation in thi rescarch siady:
@ The Universiry of Ssuth Alabama Health Sysiess 1o mobade the University of Ssuth Alsbhama
Compeehensive Sackde Cell Center Aduh and Paliaric Saile Cell Oupatsent Clmic.
@ The Univemsity of South Alibima Resessch Complishes snd Assirance OTic: Siay vesa your
prstasied haallh sfostrlion G de puspoe of moanermy the approprane conduet of this
eeaeach wlaly T

et
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a mUnlkmu}dmﬂhh:mlﬂlmln.ﬂnhﬂMﬂ} rEVESW Yolr prolecied heald

i part of ils responsdilay b protoot The rights sd welire of secach subjects.
o The University anhbﬂn'luklrmmghm (UAB) School of Mursing and Instinnional
Review Board.
Righst 1o refuse swiborizaben far call ul | d bealth inks i

IF s dexcline w provide this aulonzatios, you ;mukﬁltmﬂﬁq&-wmhmﬂ}.
Harweever, your decnasn o deny audonzation will non alfect your fusre meduzal case.

Dhusew iy authoricaion capine?
This suthorizalion doe nol have i expintion dae.

Right to withiras permisin b use proteeted health informstion
Alany lime, you oy cancel (his ssthonzation in writing by comlacting the principal investiganor kaed on
&I’m:ppdlhm—tnll‘h‘.]r:fﬂ alulrarw permi wo will b d Eom the sady.

d before e 1l e ey be weall if sodessary in comspleting e
rescach study or any Exllow-gp for this sasdy.

Potentisl Tor re-disclisars
Voouar prioteied health sSormation will not be weed or dischosed 1o sy ohes om0 ealily, @uoepl as
ezl by L. Vot PH ety alss b disclonind Sor anshorized uversiyht of Sis reanch study by otber
o T iilhaer h e which se of yosr PHI has been approved by The Instiltisnal
Review Bodd. Pliziis be awise thil dsde protedial balh sfemitio is dadial, il may 8o kbapsr be
prsteicd and may be shaved withoul vour perstssion. However, e rescasch eam andl the Universin™s
lecatimational Revicw Bosnd {a pesel] of doclon, scentns mmd comsumty slvomis who bave the jobs ol
ﬂn'm&rlﬂnﬂhlfhtnrﬂlﬁm“ﬁpﬁhﬂmﬁ:ﬂhﬂbm}mrﬂm
arsd limit e disclosure of identilying inf

Dists Security
= laf ahout your p r mh:.lﬁd»u.mrul-;m—puh-wmuu:m
Tullorwing precautions = peutet il fnsm k d disclesure, lamg or pe: Al

q-c-ﬂ'.mn.n.m:mllbeh.belcdmlhn:nui:uunher.ldﬂmﬁ:ﬂnchunnti\llbthpt
in & locked cabinet separare from spady data, sccessible only wo principal investignor and
lozy members of this study.

o The siudy data will kept on & password protecied, encryped congpeer drive and locked
in & cabimet that will be accessible only o the principal investiguior of this spedy.

= There is a limit to the confidentizlity thai can be g d due 1o the technology inself.

Voluntary Participation and Withdrawal

‘Whather or not yvou ke pan in this siudy is vour choice. There will be no pesalry if vou decide
mot i be in the study. I you decide not 1o be in the study, you will not lose any benefits
otherwise owed. You ane free to withdraw firom this research study & any time. Y our choice ie
leave the stady will not affect vour relationship with this institution or the University of South
Alabama Comprehensive Sickle Cell Center. 1f vou would |ike (o stop vour panticipation in this
study, plesse comtct the principal Evestigaror, Ardie Pack-Mabien ot 251 47023889 or 4T0-
im93

Cast of Participation

Thszre willl bz o cost to you for ieking part in this spedy. You are still regpoasible for costs
associmed with vour somm| clinie sppoiniments, such & medical co-pays.

P
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P for Participation in R B

You will recerve 2 $20 Visa pee-paid gifit card 2t the completion of the foces group 10
compensate you 1o your ume and travel 10 the Swckle Cell Discase Association of Amenca-
Mobile Chagrer for the participation in the focus group. The Visa pee-paid gift card will be
provided one-time caly. No additional compensation will be provided 10 you.

Question

1f you have any ) or compl. about the ch, you may contact Ardse

Pack-Mabien. She will be ghad to answer mmy of your questions. Ms. Pack-Mabien may be
contacted ot {251) 470.53889, 4705893, or amabicni health southalshama odu.

1f you have questions about your rights s 2 participast in this study, please contact the
University of South Alsbama Institutional Review Board (IRB) at (251) 460.6308 during regular
hmmhn&r@hhmmbmu&@;m&ﬂbpmﬂ Monday theough
Friday. The IRB is a group of physici who make sure a research
nudyxscmulwlhlhnghtsdlhcmbjmmpmtd

Legal Rights

You are not waiving any of your legal rights by sigamg this imformed coasent documenn.

- m—t e ol
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Sigmstwres

¥ou are making o devision whether or not to have your child panicipate in dhis sudy. Y our

signatare indicates dat vou bave resd or hive been readl 1o vou and understand the purpose,
[: dures of this ch, and the ini jon provided above and decided o allow your child
10 participae.

¥ou have had an opporbanity 10 sk questions which have been answered to your satisfaction.
¥ou vobantary agree o allow your child to participste in this resesrch s described.
¥ ou sclmowledge receiving and rending the Medical Sebject’s Bill of Righss.

¥ou will receive & copy of this signed consemi foms.

Signature of Participam or Legally Amborizsd Represemstive Dase

Signature of Person Obsiming Consemt Date

Ry
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Traesition to Adult Care: Impact of Participstion in o Transition Prograns
Infomed Comsent Scrige: Pediotric Sickle Cell Climic
Age 1417

Plose inmoduce If 1o the adik parens) or caregiven|s), and young adults upan
entering the exam reomn. Give yvour name and ttle.

Helle, my mame &5 .......... and fam ... warking wish Ardic Pack-Mabien, Nurse Proceinoser
R ar rhe Umiversioy of Sosh Alabama Sickle Celf Center ana doctoral srudent ar de
Dlavvarsior af Aimb at Hirmingham Schood of Nursing. Ms. Pack-Mahics is condwering o
study s Lok v he transivion of children and yowng oosbs. { aw beve ioday bevause you ar your
chitd bas sickle cell disease and is @ curvenr participass of the Pediairic e Adult Care
Tronsidon Program heve of she Universine of Sourk Afmbamoe Sicikle Call Comer.

T would fike s pald 0o you abos her snidy.

1f they agres begin with the discussion with the parpose of the stady, locaiion, research sctiviiies,
duntery nature and compensation, confidestiality, and of potential benefir

Purpuse

The parpase of the sudy deing conducted by e Pack-Mabien 5 or fearn about dhe traesinion
o wive chitallood doctors and marses w0 adult care for the resoment of sickle el disease omd

s impact of participanon ia the Pedioteic to Adwl Care Trassinon program on dhe sucoessfil
ransition so adult care

Location

The soudy witd be amke place here of the sickle cell clinic and' across die sareet ot the sickle cef!
diseare araeciation.

Research Activitkes

You and yeossr ofild witd be asked to complene a sty desograpdi'c form. Four cldld will afse be
asked 10 complete nao quetionnaires waday and wake a pare be @ oee-rime fooss group [ang

& - 0 minves scheduled for @ Larer dare awnd ome. B pour child comsar come e the focus group.
vor ool will e s’ e porsickpade dn g one-an-one telepilone iienviioe fesing 60 - S0
mimaiter. You and posr eild will be aoeified by setephone and madl of the dare and nme jGor the
Joowe growp and i applicabde reivphone interview. Your child will be asked w0 read a bricf
writaen descriprion of the resmls of ficus group o the enrre stoghe After reading the

e
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aheseriprion of the revulls, your olild will be asked o agree or disagres with tie oo growp
ey and i

L el "

Volumtary Natwre of Participation

You and' yowr child's partciparioe be the snidy by Ms. Pack-Aabden is volmrany: and complenefy
separaie frow your chiild s medical care.  You and yewr ohild's pariciparion o refisal will have
mo ey on yowr ohidd 'y sedical cane.

L ampensatien

Youir chile will de compencarad for his or ber e and rraned 1o rhe focss group. § e chils

cunned drive, one parent ar caregiver will be compensared for driving che child ro and from de
Joore grosp keld s e siokle ool diserne associanion. [ wowr ol comeor amend e ficues
wroup then vour cilild wil! be comactad fir @ one-on-ome reloplaoe intervioe bur will aoe be

compesated.
Comfidentiality

You and yewr ohild's privacy is imporias to ML Pack-Mabien. She will slo everyrhing possibie
1o pranet yii o your ovild s privacy. Your and your cbild s newe will aoe be disefosed in oy
publicarion or lecoure. A randomly axsigmed number will be recorded on the demographic jorm
aved quaetionmaires. The ressls of dhis stacy will be reporaed a3 0 grosp. fnformarion from ohe
sy wild be kep in @ secune Incaon T fociis group omd relephone taerviow will be audio-
recondid ba your chited s mome will mor be disclosea.

Statement of Potestisl Benellis

T infarmarnion kearmed from ohis sndy say be s fo eprove die correnr Pedlarmic i Aol
Care Transition program amd fraesiiion expericnos af clrres and fivwre participans af this
program.

Ak if thepe are any questions a1 this point,

D pou or yowr ofild have any questions ar iis dme?

Thezn ask if they are imteresed in hearing more obout the study:
W o you fike w0 hear more abour the sudy?

14 the child sndor parentis) or caregiveri's) declines, thank them for their time od end the
conversalion.

14 the child and'or parentis) or caregivess) say wes, then proceed by giving them & copy of the
infiomeed consent to look @ while vou resd, review, and go over every page of the infomed
consent. Children under 14 should receive the sssent of nsiseor consest. You should then stae w

e
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potentisl study participant and parent|s) or caregiven|s) that they can psk questions ol my tine
dharineg; ther imfisrmed consent process.

Here is a capy of the informed consenr.

1 am gaing o read dee informed consent so vow and pour chifa af this e Yow can stop me o
AV A T dE A 0 IS,

Begin by going over the informed consent page by page and parsgraph by peragraph ssd pausisg
1o ellow for questions. You should bave a copy of de mfirmed consent and the potetial siudy
participant. If o minor sge 13, you should alse provide & copy of sssent of mizor form axd
infiormed oorsent w0 the parent(s) or caregiven(s). You should imclude both misor age 13,
adolescent, young sdult, and panenif's) or ceregivenis) in the infomesd corsent disowssion snd
POCEss.

At this point vou, child, adolescent, or young adult and paremi|s) or caregiven|s) should have &
copy of the infomesd corsent.

Adter you bave resd and reviewsd every page., agein sk if there are any questions.  Allow
parenis} or caregiven|s) and child 13-30 minuies 10 discuss in privocy the decision show
participation in the sbedy. Inform them tho you will keave the room snd come hack i 1330
minuies for o devision.

I vou do nar ave aey guestions, | am going Io siep oot of die room jor [3-30 iz o aliow
v i aisenes yoor decision i privane. Thand yow or pos dine and Lsnening e me

After 1330 mizses, knock on the door of the: exam room. Upon emiering the room, greet the
potentisl study participant and panenis) or caregiven|s) and resiale your e,

sk the parenifs ) or caregivenis) and child if they hove made a decision sbow participation. in e

Have you and yeur ohild made o decision abour pavriciparion in the sudy?

11 thew refise, thank them for ther time and lisening 1o you show the sudy snd provide & fhyer
with contact information should tdhey have ndditiomal questicss or change their mind shout
participation in the sbady.

Thank youw jior your tiwe and offer o foer uith iformonior abow the snudy and contacr
infnrmarion i the principal imvesdgane.

1§ they agres 1o panticipate then proceed with obtaining the parent s initial on every page and
signatare on the signature page. Hove both the parent and sdolesoent sign the signaiure pages.

B
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Far the adolescent age 13, have be or she sign the assent of mizor form. Y ou should slso obiain
signasare from a wimess (this can be o member of the sickle cell cemier nursing or medical suffy
Thank v jor agrecing e pardcipae, Lo me gor vow, Maor Mr ___fo dninal svery pagie and
signarre on the signamre page of the dnformed consenr ana yosr child (say child s nome berej
SgnanTe an i ST page.

Have dhe sig dtmessed by a ber of the ing siaff and copy the signed informed
consent snd assent of mimor forms.

Giive o copy of the signed consent to e child and one copy 1o the parent. The onginal infomed
consent is bo be given 1o the principal investigator.

Proceed with the mvo servey instrunsenis and demogmphic shest. You shoubd read the
insiructions on the STARy and utilize the TREANSITION Seale scoring guide for pesporse to the

questicas on this ool

Here s youwr copey of the consent. Jf there are mo questions, fes's begin.

First give the siudy demographic form and o pen o the parent and child [ Soedy demographic
fiorms are designsted for the parent and chald).

Farsr we will complene the demograpdic form for yor and pour child

Afiter the stady demographic form is completed by the parent or caregiver then procesd with
giving the adolescemt the STARY self-repon questionnaire to be completed by the sudy
participam. If child need assistant resdisg, offer to read to child or sllow parent o sssist

Movir we Junll give you e vt questionnaire so complene. Would yow lke for me or pyour parent
o caregiver read i to you oF kel Fou reed dhe questiossalne?

1f no, let the child complete imdependentdy without msistance.

1f yes, wou may read or allow the parent or caregiver to pesd.

Affter completion of the 5748y begin with reading the FROANSITION Seale question and use the
TRANSITMNON Soale sconiang gaide w choose the spproprizse based cn the study participant
TESPONSE.

Mo wie will begin the fosr questiomaaine. [ will ook the questions and' you will sell me your
SV,

Umee complete obinin & current and altemate mailing sddress, home ielephone and cellphone
mramiber, &ned if applicoble email address. Please remized parent or caregiver that this infonmation
will be wsed to contnet them with the dste and time of the focus groep and if splicable one-on-

&
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o i |ephsomse. Agmin thoank paresa|s) or caregiver and ssedy pariscipant for their tme and
participation

M. Pack-Mahics.
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Trassition to Adult Care: Impoct of Participation in o Transition Progran
Informed Comsent Scnpt: Adult and Pediatric Sickle Cell Climac
Age 18-21

Please introduce y If 30 the adol P or caregiven(s), and young adulss upon
entering the exam room. Give your name and ttle.

Hello, my mame is ........and lam ... working with drdie Pack-Mabien, Nurse Procuirioner
heve ar the Umiversiey of Soueh 4labawe Sickle Cell Cenver and docraral student ai the

(& v of Alabama ar Birmingham School of Nursing. Ms. Pack-Mabien is conducring a
study 1o look au the transivion of children and young adulis. { am here soday because you ar your
child has sickle cell disease and is a currens ov recently ir d parti of the Ped)

J >

10 Adwlt Care Transition Program kere ar the University of South Alabawa Sickle Cell Center,
1 would like 30 talk 10 you abows her study

1f they agree begin with the discussion with the parpose of the stady, location, sesearch activities,
luntary nature and comg i fidentiality. and of potential benefi
Purpose

The purpose of the ssudy Ms. Pack-Mobien will be conducting is 1o learn about the transirion
frow the childhood doctors and murses 1o adult doctors and murses for the treament of your

shelde cell disease and rhe tupact of participation in the Padtewic 10 Aduly Care Transition
rograw on the swccessful transiion w adull care.

Location

The ssudy will be ke place bere at the sickle cell clinic and the sickle cefl disease assoclarion
located across the street

Research Activities

You will be asked 10 complete a study demagraphic form and nivo questionnalres soday. You will
also be asked 1o ke a part in a group lasting 60-90 winutes a1 a later date and twe. If you

cannot come to the focus growp, vou will be asked 1o participate tr a ome-on-one welephone
dnserview lesting 60-90 minures. You will be norified by telophone and matl of the date and tme
for the focus group and if applicable telephone interview. You will be asked 10 read a writien
descriprion of the resulis of the focus group for the entire study. After reading the descripsian of
the reswls, youw will be asked 10 agree or disagree with the results and provide addivional
infarmarion

eted Avenr
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Voluntary Natsre of Participati

Your parricipation in che sty by My Pack-ddabios s volusary aed complercly separate from
your medical care. Your panticiparion o refisal witl have no effect on your medical care.

{ompensstion

You will he compersaed for pour time oedd wavel i e fious groap déemsion. [ vow cannor

drive, ane parent will be comperrtad for drivieg vor fo and Fom the e growsp discuccion
dearlal at e skl colf aisease axsocianon. [ pou comnor aunend tie growp discucsion then yos will

he comarsed jfor & welephone mrervicw bur will nor be compesares
Comfid entiality

Your privicy s logporsanr fo W, Pack-Mabice. She will dy everyuhing possible ro preseer your
privacy. Your nome will mod be disclosed in any publication or lectore. A randomiy assigmesd will

e recordad on the demographic ond guestiomasirer. The reswls of this sy will be reparted as
& group. fjbrmadion from ohe sty will e kipe in o secsre decanion. The foews growp and
selephone innerview will be audio-recorded bt pour name wild s be disclosed.

Statenecnt of Potestial Benellis

The infrmarion bearmed from ohis snady svay be seed to e e correnr Pedlarme ie Aol
Care Transition program and iraesinon experience of curres and fiowre participans of this
program.

sk if there are any questions & this point,

e pou have any quastions ar dhis ome®

Theen sk if thesy are interested im bearing mone sbow the study:

Womld you fike to hear more abour the stady?

1 the potential siudy panticipant declines, thank ke or she for their time and end the conversation.

1f the potentizl study participant answers, yes, then proceed by giving them a copy of the
infiormed comsent to look st while oo resd, review, and go over every page of the infomsed
consent. ¥ou should then tell the potential sbedy participas tha he or shie can sk guestions &
any tme during the nformed consent process.

Here is a capy of the infarmed corsent.

§ am going e read the infoewnad cowsent o pou of dhis dene Fow can stop me ar any e o ek
W 4 UERian.

[
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Begin by going over the informed consent page by page and paragraph by paragraph ssd pausisg
1o ellow for questions. You should bave given o copy of the mformed consent and the potentisl
study participant and you should have o copy of the informed conse.

Al this point, wou and the potential stedy participant should have o copy of the informed consem.

Affter you have resd and reviewed every page, again sk if there are any questions. Allow the

potentisl study participant 13-50 mizes po review dhe infioem corsent in privete ond to make o
devision about the participation i the study. Inform the potential stedy panticipas thet you will
lemve the room and conee back im 13- 30 nuiveries: for & decision.

I voui dio Bar fave awy guestions, [ am gaing e siep oot of tie room B 1330 misae and allow
0 fhave some privacy fo dink ahow vour decision.  Thank you for vour dene and [isevieg io me.
Affter 1330 mizaes, knock on the door of e exam room. Upon eniering the room, greet de
potentisl study pasticipant and parem|s) or caregiven|s ) and restale your mame.

Heile agaie, My nawe ix ... and {aw the . vtk M. Pack-Mahim.

Ask dhe potentiall stady participant if he or she has made & decision sbout his or her panticipation
in the study.

Have you mady @ decision abeut participanon i te sl ®

11 they refisse, thank them for their time and listening 1o you show the study snd provide & flyer
with contact information should they have sdditional quesiions or chenge their mind shoai
participation in the sbady.

Thank you fior your e and offer a fher wish bformation abosw the snidy amd contacr
Inparmarion o e principal iAvesgane.

1§ they agres io participate then procesd with obism om ihe 5 page. You
showld obinin signature from & witness {this can benmnﬁaﬂhnckhcdlmrnwnngnr
medical sinff).

Thank you for sprecing ne paricipae, ke me gor yon o binn every poge and Vonr SERaure an
the sigmature page of the efarmed

Give n copy of the signed consent to the sbady participan. The origimal informed consent is 1o
b given 1o the principal ivestigator.

Proceed with the moo servey instrumenis and study demographic form. Yow should read the

instructions on the STARx and uiilize the TReARSITION Scale scoring guide for responss
the questions on this ol

Here b5 yowr copey af the consent. [f there ane no questions, et 's begin.

B
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First give the study demographic form and a pen to the study panicipant.
Firss we will complete the demographic form.

After the stady demographic form is completed by the parest or caregiver then proceed with
giving the adokescent the STARY self-repon questionnaire 1o be completed by the study
If child need assi dizg, offer to read 1o child or allow parent to assist.

paricly

Now we I will give you the first questionnaire 1o complete. Wowld you ke for me 5o read it ov
you read the gquestionnaire?

1£ o, let the study particip plete independently withonn

1f yes, you may read oc allow the parent or caregiver to read.

After completion of the STARx. begm with reading the TRLANSITION Scale question and use the
TRANSITION Scale sconmg guide %o choose the sppeopriase based on the study participant
response.

Now we will begin rhe last g Jwill ask the g and you will tell we your
QWY

Once complete obtain a current and alsernate mailing address, home telepbone 2nd cellphone
mumber, and if applicable email address. Please renund parent or caregiver that this infe
will be msed to contact them with the date and time of the focus growp and if applicable one-ca-
ome telephome. Again thank parest(s) oc caregiver and stady participant for éheir time and
Thank vou for your tiwe and partictpasion. If you kave any questions please feel free 1o conract
Ms. Pack-Mabiex.

C— AVRIT
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Adolescent ond Y owng Adult Densogrophic Form: 13217
Sezcessful Trarsition to Adalt Core: Impact of Participation in a Transition Program

Write in the answer and check or circle
1. How old are you?
X Ape you a boy or girl?
o Bay
b Gl

1. Wha is your race'ethnicity {circle all thai apphyi?

a. African American or Black
b Asisn

¢. Hispanic or Lating

4 Mative Amenican

e Whise

f. Oaher

4. Whan is the highest grade in school that you completed®

Less than 7* grade
Junior high school {7 10 9 grade)

Patial high scheol { 10° 10 11* grade)

High school graduste

A least one year of college or specialized training

Callege or university graduabe

Cimduate professicmal maining (gradume degree)

e

BV

Vg

-t
e
e

T
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1D Mamber

3 Do you have a job?
2 Yes
b No
& 1f yvou have o job, what & your job?
7. How many brothess and sisters do you have?
& How obd are your brothers and sisters?®
a. Brothers
b Sisters
9. Where are you in the order of children in your family?
a. Odest
b Middle
¢ Womngest

10 Whan type of Sickle Cell Disease do you have?
a. HksSS
b HBSC
¢. HbS Bets mall Thelssensia
d  HbS Hets plus Thelassemia
11. Are you taling medicimes for your sicklbe cell?
2. Yes
b Mo
€. If yes, namee your medicimes?
1.
X
£

[T

Syl rvem
ma [Fatr
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Page 3 of 4
1D Nesmber

12 Do you have any health problemss other than sickle cell disease?
a Yes
b No
€. If yes, nanse your other health problems
1

153

3
4
s
&

13 In the past moath, bow many tmes have you expencnced a sickle cell discase relased
problems in the last yew”

14. Do you think your bealth &7

a Poor
b Far
¢ Good

d Very Good

- e At
Rv =]
1N
e
UELUAN
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Page 4 ol 4
13, Mease provide your main mailing sddress, home telephone and cell phone samber. and
an alicmate ielephone number for notification of the fooss group or telephone imerview i

v et stiemd the fooss gromp.

Humie i b address:

Parent and Child Densographic Form sdapied from Porier et al., {3004

i st ot Al
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Parent Demographic Form
Successful Transition to Adult Care: Impact of Participation i a Transition Program
Page 1 of 6
1D number of chld
Write in the answer and check or circle the answer that best describes you
1. Relatiomship to your child with sickle cell disease.

— Mother
Father
_ Oher (Write relationship here )
2 Whan is your job or pation?

3 Whar is the highest grade in school that you completed?

Less than 7 grade

Junior high school (T 1o 9* grade)

Partial high school (10® 10 11* grade)

High school graduate

At Jeast one year of college or speciakized traming
College or university gradaate

Cornd P . 4 "
P 8 & =2

~-N WV s W N -

4 Whan year were you born®
5 Whan is your raceethnicity (circle all that apply)”

a  African Amencan or Black

b Asin

o e— e vt

A oven
- 12030
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Page Taf
L Mumber of child

¢. Hispanic or Lating
d Mative Amenican
e Whise
£ Osher
& What community do vou live in®
o The Ciy of Maohile
b The Ciy of Prickard
¢ Amother city outside of Mobile, name of the city where vou live
d Mobile County
e Haldwin Couniy
. Amcther Couniy, rame of county where you lve
T, Wha is the onmaal incomse of all the person in the household iogether?

a2 Less than S10 0k 1

b S10000.519 959 2

e 530000510 950 3

d £30000.530 950 4
e

-t Ex

== [Etary
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Page 3ol 6

1D Nusber of chald
e $40,000.849.999 5
f $50000.859999 o
8 $60,000.569 999 7
b Over 75,000 8

£ How many children do you have?

9. What are the ages of your children?

10. How old s your child with sickle cell disease?
11, Is your child with sickle cell disease 2 boy or girl?
a Bay b. Girl
12 Whas type of sickle cell discase does your child have?
a HBSS b, H&SC
¢ HbSHew null Thalasserma  d. HbSfleta plus Thalissenua
13. Does your chald take Hydroxyures foc his oc her sickle cell disease 1ake 21 home”
a Yes b. No
14. Does your chuld take Jadesw for his o her sickle cell discase”

2 Yes b. No

e —a et

L — e
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Page dof 6
1D Number of child

15, What medicines does your child take for his or ber sickle cell discase”
1

2

16 15 your child on a ch sfi *

2 Yes b. No

17. Whae complications has your child wish sickle cell disease experienced as a resalt of this

disease?

1 2
3 4
s 6
7 8

17 Whae is the health of yoer chald with sickle cell discase?
a. Poor
b Fair

¢ Good

-

e v

—~- 1312
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Page § of &
Ik Mumber of child
d Wery Good

1% How many sickle cell disease relsted problems has your child bas in the last year?

19 Wha is the birth coder of your child with sickle cell disease?

First born 1
Second born 2
Third borm E]
Fourth barm e
Fifth born ]
Sixth bom o
e 7

‘Witz in the hirth order of vowr child with sicide cell disesse i it is not sed

aboe

20, Whan kind of insurance does your child have?

B

et Eam
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Page & of &
L[ Mumber of child

1. Messe provide wowr mam mailing sddress, home telephone and cell phone pmber, ond
an aliemative telephone number for notification of the focus growp of telephone merview
iF mepessary

Humme moailing address:

Cell phone mamber
Ahemative ielephone number

Pareni Demagraphic Form adapted from Porier et al., (3004)

e

et L
ma [Eanan]
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Young Adult Demographic Form: 18 and older
Sueeessful Transition o Adult Care: Impact of Participation in a Transition Program
Page 1 of &
1D nuember
Write in the answer and check or arcle the answer that best desenbes you.
1. What type of sickle cell dsease do you have?

a. HbSS

b. HbSC

¢. HbS Sern null Thalassemia

d. HbS Sera plus Thalassemia
2. Ave you a male or fermale?

a. Male

b. Female
3. How old are you?

4. What year wene you born”

5. What is your ree’ethnicity (cinsle all that apply)?
a. African Amercan or Black
b. Asian
. Hispanic or Latino

d. Mative American

LA, i B Bl

gl 11817
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Page 2 of &
1D Nusnbesr
e. White

. Ouhser

6 What is your job or cccupation?
T What is the ]1.|'|_.r,'|1.zul gn:dr in school that '_I.'mlwrnphﬂml':'

Liss than 7° grade 1
Jimior high schoal (7% 1o 9 prade)

Partial hagh school {10% 1o 1™ grade)

High school graduate

Al least one year of college or specialized training
College or university graduate

Giraduate professional training {graduate degree)

L=

CET - SRR PR S Y

B What commumty do you live in?
a. The Ciry of Mobdle
b. The City of Prichard
. Another city outsade of Mobale, name of the city where you live
d. Mobale County
¢. Baldwin County

[, Another County, name of county where you live

o rcammatl ks e B

el 11817
Lo T
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Page 3 of &
I Number
9. What is the annual mcome of all the persons in the howsehold ogether?

a. Less than $10,000 1
b §10,000-5 16,599 2
€ S20,000-529,509 3
A S30,000-839,509 4
e SA0,000-549,509 5
£ S50,000-559,599 6
£ S60,000-560,909 7
b Owver $75,000 8

10. How many children do you have?

11. What are the ages of your children?

12_ Do you take Hydroxyurea for your sickle cell disease?

a Yes b. Mo

13, Do you takee Jadenn for your sackle cell disease?

a Yes b. Mo

[

et 11°81F
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Page 4 of 6
10 Mumber

- What medicimes does vou take for your sickle cell disease”

3

- Are you on a chronie red blood cell tramsfusion reginen?

a Yes b. Mo

. What complications have you expenenced related 1o your sickle cell disease?

1 2
i 4
5 f
7 B,
. What is the health?

a. Poor

b. Fair

. Giood

d. Very Good

] gmTe
N TR
Bl et || 7 v 11
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19. What is your birth order?

First bom

Sevond bom

Thard bom

Fourth bom

Fifth bom

Swth born

Onher

Write in the barth order if it is not listed above

20. What kind of imsurance do you have?

21. When was your last seen in the pediatric sickle elinmc visit?

Page & of &

1Dy Murmber
18, How many sickle cell disease related problems have you had in the Last year?

22, When were you seen in the adult sickle cell clinic?

£ s and s G

R L 115 m1F

| i 1 1500
B b || - g
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Page 6 of &
1D Nurber

23 Please provide your main mailing addness, home telephone and cell phone number, and
an altermative telephone number for notification of the focus group or telephone nterview

if mecessary.

Home maling address:

Home welephome number
Cell phone numbser
Alternanve telephone number
Do Mot Winte Below This Section

This section is 1o be completad by a member of the research team.

Diate of Last pediatric visit
Daie of farst adult clinic vasit

Length of time (months) in the PACT program

Young adult 18 and Clder Demographic Form adapied from Porter et al., (2004).

[ pa——

vt 11 mF
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Site ID:
Patlent ID:
Date:

STARX Transition Readiness
Questionnaire
(Adolescent Version)

SPPTTE

atian h
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Seclion 1 :

+ How often have you done the following things?
+ Please check the box that tells how often you have done each thing in the PAST 3 MONTHS.

Site 1D:
Patignt ID:
Date:

In the past 3 months ...

MNever

Almost
Mever

Sometimes

Almost
Always

1. How cfien did you make an efforl to understand
what your doctor told you?

2. How often did you take your medicines on your
own?

3. How often did you ask your doclor or nurse
queastions about your illness, medicines or medical
cara?

4. How often did you make your own appoiniments?

5. How often did you need somecne to remind you to
take your medicines?

&, How often did you use things like plllboxas,
schedubes, or alarm clocks to help you take your
medicines when you were supposed o7

7. How often did you use the internet, books or olher
guides 1o find out more about your illness?

B. How often did you forget to take your medicines?

=]

8. How often did you work with your doctor to take care
of new health problems that came up?

=]

2|Page
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Site 10:
Patient i
Date:

Section 2:

+ Some patients know a lot about their health and some patients don't.
« How much do you know?
» Please check the answer that best describes how much you feel you know TODAY.

Mothing | Not | Alittle | Some
Much
10. How much do you know about your iliness? o o o o
11. How much do you know aboul taking care of your iliness? o o o o
12. How much do you know abaul what will happen if you don’t o o o o
take your medicines?
3|rage
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Site 1D:
Patient ID:
Date;

Section 3:

= Some patients may find it hard to do certain things.
= How easy or hard is it for you to do the following things?
= Please check the answer that best describes how you feel TODAY.

Very | Somewhat | Neither | Somewhat
Hard | Hard Hard Easy
nor medicines
Easy right now
13. How easy or hard is it to talk to your docior? o 0 =] o |
14.I-Iownsynrhard'nittumdoeap[anwlmyw = o o o
daoctor to cane for health?
15. How easy or hard Is it o see your doclor by o o o o
| yourself?
16. How easy or hard is it to take your medicines like o s o o
Vou are supposed lo?
17. How easy or hard is it to lake care of yourself? a Q o =]
18, How easy or hard do you think it will be to move a o o o
from pedialric to adult cara?

A|Page
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T ==y i 1
$ | | Transiion 1D [ insthution | 5
UNC TR.ANSITION Scale™ for Adolescents and Young Adults:

Instructions: Read the question o the patient. and circle the choioe on the rght that best descnbes the padent’s
response. Sum the scores for aach section in the "Subtolal* row. Not alf questions may be appicable to each pabient.
Divide the subdotal by the number of applicable questions in each section o abtain the “Proportion”.

Type of chronic health condition

Can you tell me the name of your health condition?
Can you describe symptoms of your health condition?
Can you tell me how this condition may affect your heaith in the future?

Can you tell me the names of the medicines, vitamins, and/or supplements you

are supposed to be aking?

1 toll me when you are suppose

_.L_)_ Iy ,.,_h.J_'],_h...x.:LJ

Croalod under e direciion of Dv. Mada Foais wih assestence fom Kst Bvekfond, Dv. Canv Ford. mwma—-mm

Harward, Ncole Brwctuy Lupton, Lymn McCoy, Jwmas O'Nadl, Rober impacal, the UNC adoiescont petends, 1he foam
& Torwsa Ecvavds bom (he Ocem insMute,
Funding: The UNC Nidnoy Contov, Centar for Educalion and ad K8 Rey Chastabls Trust. Version 12 18 09
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ou usually come to your dc

han the r(~- s

come poli Intrments. ‘when the

b health condition? 1005 |00

14 ‘“A'l,u-wviwuu’\._;‘__,..&,c;.:lu...'_.;..u__ttu_b:.‘_'\:.,.d

15 Does someone usually have to remind you to take your medicines?

16 Do you usually callin your prescription refills yourself?

wndlir (he ceeclon o O, Mare Fams with assistance from Ksti Biskfond, Ov, Cas Ford. Mnmmhmm
Mh Baday Lymny McCay, Jumaz ONed, Robart imparal, $ho UNG sdolsccant petiants, the

& Terusa Edwerds fom tho Ocum
Fandng: The UNC Kickmy Canler, Cantar for and Th ond KB Ray Chavindle Troat, Verson 12_18_09
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Dowuuﬂymmﬁunﬁnphlmw

Note: Some palients may be oo young for the following queshions 1o be appropriale. Score thase patients as 0's, as
these are impartant skills nof yet obtained.

Issues of reproduction

AL L s i B
Would ".;‘,‘."x

Divide fhe subtotal by the number of appiicabie questions  Proportion |
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Trade / School
2133 2
25 Can you tell me about your future plans in regards 1o school andior a job? ‘

26 Can you tef me how your current health insurance status will change after you 10|05 | 00
graduste from high school? ’

Sum the scores for this section
Divide the sublotal by the number of applicable questions  Proportion T

P T = e
| Can you ted me at what

Sum the scores for this section  Sublotal 0

Craalted under (he dinchion of O, Mate Fams wih assistance from KnsY fciklord, O Caro! For, Carolne Jennalie, Or. Susan Hoga, Doane
Manwartt. Nicoky Fenlon, Bradioy Layton, Lyon MeCoy, Jemas O'Nel, Roded (mperial, (he UNC sdawscen! pasents. (he nlartscipinary taveston feem
& Tovosa Edwards fom e Odum loaiule,

Funding. The UNC Kikoy Cenfev, Cantar for and T and K 8. Reynodds Chartatée Trust Virsion 121009
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: Sum all section proportions, or divide the raw tolal score
J by the total number of eligible questions (max 10}
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Chaestion | Ko alot = 1 Kzos a litthe Deasn’t zoa=0 [HIA

=IL.3

1 They sary ey lave Sickle Ty Dave na
Cell Anemia, Sickle cell general answver
disease, of name the like “something
genotype: HhSS, Hh&C, i% wromg with my
HES |1 il thalassemia oo bland ", | have
HES I plhs thalassemia. sickle cell

disease,

] They cam name phiysical They name Ty dor el hisve
symploms thal they bave Eenernic
experience directly related | symptons such 4
s or caused by the healih as feeling tire symptoens that are
condition. Par exansple bt e 1 el ated 1o theeir
iz crisis of any foint in the | specific. Eealth condition
ey, lew blicod cosant, such as meensinaal
strake, difficulsy with cramps,
vision, breathing probdkes, ot

e oz suscle spusm.
big spleen, elevat
kevel. bap problem.
wsdney problem. They may
also b able o s
symptoms that athers may
expericmce but they do not
For example, lo
spleen or had soie type of
FUTEECY.

] TEay are able 1o pame mere are uzahle
tham ome way their healih caly one way S repat o div sl
condition may affect their v their Bealts | ksow how their
futare health and they are condition may future hiealth may
specific, They may say | alflect their future | Be allecied
can'tor won't be able todo | bealth CfR they
PE wt sehiool, play a foathall | give s
or basketball, take dance or | response such as
chserlesding o work 1 can naoredess
becanse | have sickle cell of what | wast 1o
disease, ot like 1o do™,

4 oy are able toe name all of B0 meot knvw iy mel
the mnedicines they take for | mame soene of the | & the Eave ay
their bealth condition sech | medicines they medicines they prescribed
as Folic Acid, Pen VK. ke for their take dor their medicines for
Howen, Tylenol, Ibuprodem, | bealth condition. | bealth condition. | their bealth
Hydrowvere a, or Jadeni. colditise

L! Thary R wlan ey take | They Rowi wlen | 1oy dosod know | They dio s
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each of their medscimes. For are supposed bawe amy
exmmple. | fake my take some of | supposed o ke | prescribed
Penicillin twice a day [in the reedicines | any of medicines for
marning and at 1 and bwat mot all af medicines their bealth
Hydrowwures once o day at | themn. onditis
Fediime”

[ Vi ko iy they lake 1wy b (IS ]
each of their medicimes. For e soene of bawe amy
exmmple. | take Folic Acid 1 medicines prescribed
w0 help my blond o L medicines for
falke Moreo for pain’ their bealth
Ladeny for my o kevel eondition
bwizeg high.

They are able 1o Tist Uiy o meot knosw | Theey dio st
collssquenoes loreach whentify general kel could Bave mmy
mredicine {what happens if | consequences for | bappen ifts prescribed
they do not take their maoi tnking thear meil tnke thear medicines for
snedicines) swch as ] will medicines, but medicines their &
bavve pain or my blood count eondit
will be low"™. specific

onlEequenoes o

each medicine
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Swecessful Transation to Adult Care: Impact of Participation in a Transition Program

Focus Group Guide

Figure 2. Dissertation Focus Group Guide for 13-18

Directsons: Sections writlen in itefics ans to be read 1o participanis:
Supplies:

2 d.igila] recirdiers

2 pencals

2 pens

Taime of the Focus Group:
Drate:

Place: Sickle Cell Dissase Assocation of America, Mobile Chapter commumiry-based program

confirence moom.

Desagnatd Focus Group by Age:

Facilitator:

Position of the Facilitator:

Research Study Title: Successfal Transition i Adult Care: Impact of Participation ina
Transition Program

Diseription of the Purpose:

This proposed dissertation will investigate the impact of participation i a PACT transition
program on the succesaful ransinon with defined disease specific key mdscators and oulcome
measures. The data generated by this proposed dissertation could be unlized wo: (a) provide
evaluative evidence-based data on the effectiveness of tramsition programs; (b) inform, modify,
and'or expand current transition programs, practices, and services; and | ¢) improve the tramsition
expenence of AY A with S3CD.
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Page 3 of' §

Introduction:
Welcoms the participant wpon arrival.

Onee all partcipants have armived [wait at least $-10 minutes after scheduled arrival time).
Stant Focus Group; desenbe the purpose of the focus group.

Welcome and thank yon g0 very much for taking time ot of vour schedule fo participare
im whis focns growg. You have been invited ro participale in this focus group o gain valuable
imformeation, deseription, and mnderstanding of the persoral experiences of participation in o
Pediuric to Adulr Care Transition (PACT) Program from the perspective of the adoleicent amd
young adilt with sickle cell disease. We wanr 1o learn move abonr wikar veu think, hew your feel
ahount participation in the PACT program, and how you are getting ready for the move to adull
care when you iern 19, Any informarion you share will be wsed for the purpose of the research
study oy, The focus growp will take approacimately G0-W0 mimaes. it will be audio-recorded for
e prerposes of mraking suree § dor T miss gy of your comments oF flake ey of vour conments out
of context. Your rame will not be wied in gy ranseript of the recording.

Al this point, ask the participant if he or she have any questions. Once all questions lave been
answened 1o the participant satisfaction plesse begin,

Dy yerma have any questions ahaut the purpose of this focus group?

Agin, thark yvou for agreeing o participant in this focis group. Before § et into onr discussion,
et me ke o fow regueses of vou. First, speak up so that your comments are captured by the
audio-recorder. Please say exactly what you think. D 1 werry aboad what T think. There is no
right or wromg answers. You are not regrired to answer any question vou do potf wanl o apswer.
Your answer o the guestions are completely volomary.

Introduction of the Interview Questions Topics

The interviewer will introduce each question and explore it thoroughly befon: moving on o
another question/tops:. The faclitator will ehicit the study participant’s thoughts, personal
experiences, and opinwon, amd use probes 25 needed 1o assast the study participant in providing a
detailed description, elaboration, or clarity on the stady participanis® thoughts, personal
experiences, opanions, and giving examples whenever possable.

Question will be addressed in the following order:

Begin with 2 webreakers o open up the discussion and start both audio-recorders.

1. Ko, what does i feel like being a teenager?

sl e B
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Page 3 of §

2 Well tell me this, what has it been like being a member of the PACT program?
Begin with the focus group discussion questions:
1. Now teil me, what are some concerns, fears, or worries that you have about changing
Srom current doctors and nurses to adult care with new doctors and nurses to receive
treatment for your sickle cell disease when you turn 19?7
a. Do you feel the PACT program has been kelpful in addressing your concerns,
Sfears, and worries about being ready and changing 1o new adult doctors and
nurses? If so, how? If not, why not?
2. What factors do you think may affect youwr fransition from your current doctors and
nurses to adult care with adult doctors and nurses?
a. Can you tell me how these factors help or block yowr transition?
3. How prepared do you feel you are for the transition to adult care? Can you give me
some examples of when you did or did not feel prepared for the transition?
a. What are you learning about your disease, medications, and insurance
coverage and/or requirements as a grown up or young adult with SCD?
b, What does it means when you say you have sickle cell disease?
¢. How has what you know about your sickle cell disease changed since
participating in the PACT program?
d. What other issues or fopics would you like to learn about the transition 1o

adull care?

W e e o
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e Describe how you would tell yourr medical kistory and current illness w
health care providers *
4. How is the PACT program helping you to gef ready for the transition to adult care?
a. S wdent ways s the progron been helpful i gening vou ready for the transition
ter ceelislt eare®
3. What charges do you feel need ro be made 1o the PACT progrom io help you o
successiully prepare and plan for the move 1o adult care? Ard how do o think te
changes could or showld be made? fn order words,
. What de vour shink o PACT program should offer to kelp vou successiully mmove
[rown pedinieics o an adull care docior?
b, Whar do you need to make the move from pedicirics to adull core easier?
& How has the PACT program helped you to function as & young adull or grown-up in the
office of the mew adull doctors and murses”
a. fnowikat warys dier your think you are or the right rrack 1o begin taking charge of
your hewli?
b, Are tkere other types of educational materials, resources, or information thal you
think wondd be helpfid to participans of @ PACT program for the movenens o
advelt care doctors and rirses™
. Whar else condd vhe PACT program do to kelp yon get ready for the transition o
adult care?

T Have you thoughr ahow identifving an adult docter?
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Page § of §
Follow-up’ Probing Questions:

1. k5 there ampphing elie vou wonld like o 1ell me about the impact of panticipation in the

PACT program?®

b

Ii there anything elee that may affect vour succeisful transition o edult care®

3 Are there other types of education, resources, or informarion you think would be helpful
in preparing yowng peaple like vourself for the rrensition to adull care and knowledge of
sickle cell disease?

4. Do yon berve amy gueestion for me ar this lime regurding rhis focus group®

Thank the focus group participant again for their ime commitment and travel to the focus group.
Gitve imstructions 1o shsdy participants to see the research assistant or principal investigator
individually 1o complete the paperwork 1o be compensatad for their tme commitment and travel
o parlicipate in the focus group mlerviews.

Thark yeu for your lime commitment, trovel, and agreeing to partivipare in this focus group. At

this Fime please proceed acracs the kall to the counseling room Io réceive your compensation.

Focus Groap Guide derived from Figure 7.4 Creswell (2003, p. 165) and (Porter, Graff, Lopez,

& Hankins, 2014).
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Sueeessful Transition to Adult Care: Impact of Participation in a Transition Program

Focius Gr'ul.‘) Giuade

Figure 2. Dissertation Focus Group Guide for 19-21

Darections: Sections wrillen in dtalics are o be nead 1o participanis:
Supplies:

2 digital reconders

2 pencils

2 pens

Tame of the Focus Group:
Dragee:

PFlace: Sickle Cell Disease Assocation of Amenica, Mobile Chapter commumity-based program

confisrence room.

Dresignatind Focus Group by Age:

Faiilitator:

Position of the Facilistor:

Research Study Title: Suceessful Transinon to Adult Care: Impact of Participation in a
Transition Program

Disseription of the Purpose:

This proposed dissertation will investigate the impact of participation in a PACT transition
program on the succesafal transinon with defined disease specific key indicators and outcome
measures. The data generated by this proposed dissertation could be unlized to: (2) provide
evaluatve evidence-based data om the effectiveness of transition programs; (b) mform, modify,
and'or expand current transition programs, practices, and services; and () improve the transition
expenence of AY A with 3CD.
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Introsducton:
Welcome the participant upon arnval.

Unee all paracipants have amived (wait at least $-10 minutes after scheduled arrival time).
S1an Focus Group; describe the purpase of the focus group.

Welcome and thank yoir 5o very much jor faking Jlime out of youwr schedule to participale in this
Jocns growg interviens. Your have been imvited fo porsicipate in this focus growg fo gain valuehle
imformation, description, and wnderstanding of the personal experiences of participation in a
Pediatric to Adull Care Transition (PACT) Program_from the perspective of the adoleccent and
vourg adinlt with sickle cell disease. We wanr to Iearn move abonr wihar yeur think, how you feel
ahoint participation in the PACT program, and how vou are getting ready for the move 1o adul
care when you brrn 19, Any informasion you share will be uied for the purpose of the research
sty only. The focus group will take apprecimarely 60-W0 mimnes. 1t will be audio-recorded for
the purposes of making swre § dor 't mizs ey of vour comments oF fake any of your commenis ol
of context. Your mome will mot be aced in oy transeript of the recording.

Al this point, ask the participant if he or she have any questions. Once all questions have been
answered 1o the participant satsfaction plesse begin,

Dy yora have any gquestions about the purpose of this focus greup?

Thank yeu for egrecing o participent in this focus groug. Before § get info our discusvion, let me
make a few requests of vou, First, speak up so that yorer comments are captured by the audio-
recovder. Please say exactly what you think, Dan 't worry about what [ vhink. There is no right ov
wrong answers. You are mof required o arswer amy guestion you do nof want o answer, Your
answer o the questions are complenely volumian:

Introduction of the Interview Questions Topics

The facilitator will mtroduce sach guestion and explone it thorowghly before moving on 1o
anather question/topse. The faclitator will elicit the study participant’s thoughts, personal
experiences, and opinion, and wse probes & needed 1o asast the study participant in providing a
detatled description, elaboration, or clarity on the stody participanis” thoughts, personal
experiences, opnions, and giving examples whenever possable.

Question will be addressed in the following order:

Begin with 2 webreakers o open up the discussion and start bath audio-recorder.

I S, whar does it feel like being o vourg adull and all grows-up?
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Page 3 of §

2 Well tell me this, what was it like being a member of the PACT program?
Begin with the focus group discussion questions:
1. Now rell me, what are some concerns, fears, or worries that you had abowt changing
Srom your past childhood doctors and nurses to adult care with new doctors and nurses
to receive treatment for your sickle cell disease when you turn 197
a. Do you feel the PACT program was helpful in addressing your concerns, fears,
and worries about being ready and changing to new adult doctors and nurses? If
s0, how? If not, why not?
2. What factors do you think may have affected your transition from your current doctors
and nurses 1o adult care with adult doctors and nurses?
a. Can you tell me how these factors help or block youwr transition?
3. How prepared do you feel you are for the transition to adult care? Can you give me
some examples of when you did or did not feel prepared for the transition?
a. What have you learned about your disease, medications, and insurance
coverage and/or requirements as a grown up or young adult with SCD?
b.  What does it means when you say you have sickle cell disease?
¢. How has what you learned about yowr sickle cell disease changed since
participating in the PACT program?
d. What other issues or wopics would you have liked 1o learn about the

transition to adult care?
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Page 4 of §

e. Describe how you would tell or have told yowr medical history and current
illness to health care providers?

4. How is the PACT program kelping you to get ready for the transition to adult care?

a. Inwhat ways has the program been helpful in genting you ready for the transition
1o adult care?

5. What charges do you feel need to be made to the PACT program to help you to
successfully prepare and plan for the move to adult care? And kow do you think the
changes could or should be made? In order words,

a. What do you think a PACT program should offer to kelp you successfully move
Jfrom pediatrics to an adult care doctor?
b. What do you need to make the move from pediatrics to adult care easier?

6. How has the PACT program helped you to function as a young adult or grown-up in the

office of the new adull doctors and nurses?

a. In what ways do you think you have taken charge of yvour health?
b. Are there other types of educational materials, resources, or information that you

think would be helpful to participants of a PACT program for the movement 1o
adult care doctors and nurses?

¢. What else could the PACT program have done 10 help you get ready for the
transition to adult care?

7. Have you thought about identifying an adult doctor?

Aot Al
e e Vies
" | Biembe | 410 10PN 3501

289



Page % of 4

Follow-up' Probing Quistions:
1. & there anmything elie vour wondd like 1o tell me about the impact of participation in the
PACT progrom?®
2 &% there amything else that may affect vour swecessful transition to adult care?
3 Are there other types of edircation, resources, ov informasion you think would be belpid
i preparing young peaple like voursell for the fransition to adull care and knowledge of
sickle coll disease?

4. Do yon kave any gueestion for me at teis lime regurding this interview?

Thank the focus group paricipant again for their time commitment and travel 1o the focus groap.
Gitve mstructions to shudy participants to see the research sssistant or principal mvestigator
mdividually 1o complete the paperwork 1o be compensatad for their tme commitment and ravel
o participate in the focus group nterviews.

Thank yeu for your time commitment, raved, and agreeing to participare in this focus group. At

this rime please proceed across the kall to the cournseling room To réceive your compensation.

Focus Group Guide derivied from Figure 7.4 Creswell (2013, p. 165) and (Porter, Graff, Lopez,

& Hankins, 2014).
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