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Protocol Title
Title: Patient Well-Being Research Project
Objectives

Well-being is a positive state affairs in six domains of life: interpersonal, community,
occupational, physical, psychological, and economic (I COPPE). The purpose of the study is to
evaluate the effectiveness, feasibility, and acceptability of an online intervention designed to
promote skills and self-efficacy in the | COPPE domains of life.
Overview

The study design is a prospective, double-blind, longitudinal randomized controlled trial
(RCT). The control group will be wait-listed. Well-being and self-efficacy measures will be
administered at baseline (T1), 30 days-post baseline (T2) and 60 days -post baseline (T3).
Approximately 6,000 University of Miami Health System (UHealth) patients who visit the UM
Lennar Foundation Medical Center may have the opportunity to be invited to participate in the
study. A maximum of 500 patients will be enrolled. Recruitment will take place on-site through
IRB approved study flyers at the UM Lennar Foundation Medical Center. Eligibility verification,
data collection, randomization, intervention group activities, and incentive distribution will take
place entirely online. A secure website will be the sole location where all research activities will
take place. Participants will only be able to access the site using unique user names and
passwords. After consenting, participants in the intervention group will participate in online
activities within 30 calendar days. Participants in the wait-list control group will be given access
to the intervention after all study participants have completed the three survey battery
administrations. The study team has full support at the highest administrative levels of the

University of Miami.
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Intervention condition: Through the online program named Fun For Wellness (FFW),
participants will: 1) watch original videos with vignettes performed by professional actors; 2)
read and/or watch mini-lectures that teach skills for behavior change; 3) engage in self-reflection
exercises, 4) play original interactive games related to vignettes and mini-lectures; 5) interact
with other FFW users via chat room functions and; 6) watch funny narrated video clips about
well-being.
Wait-list control condition: Participants will conduct their lives as usual during the 30-day
intervention period.
Screening and Enrollment
Study Participants:
All participants will be 18 years old and above, patients at the UHealth Lennar Foundation
Medical Center, and will have no prior or current exposure to the FFW intervention.
The maximum number of subjects we intend to screen is 1,000.
The total number of subjects we intend to enroll is 500.
Exclusion/Inclusion Criteria
The study population will be patients at the UHealth Lennar Foundation Medical Center. The
criteria for exclusion of participants are:

1) Those under the age of 18

2) Those not patients at the UHealth Lennar Foundation Medical Center

3) Those who have ever participated in the FFW intervention in another study
Rationale for exclusions: 1) Individuals who are not patients at the UHealth Lennar Foundation
Medical Center will be excluded because we would like to generalize findings to patients at the

UHealth Lennar Foundation Medical Center.
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2) Individuals under the age of 18 will be excluded as the program content and self-assessment
tool have been created for an adult population.
3) Individuals who are/have been exposed to the FFW intervention will be excluded to avoid
threats to the study’s internal validity.
The criteria for inclusion of participants are:

1) Adults aged 18 and above

2) Those who are patients at the UHealth Lennar Foundation Medical Center.

3) Those who have never participated in the FFW intervention in another study.
Background

As previously mentioned, well-being occurs in six interacting domains of life:

interpersonal, community, occupational, physical, psychological, and economic (I COPPE).
Well-being can be promoted through the development of empirically-based skills. These skills
are designed to promote change in I COPPE actions and emotions. Well-being may also be
enhanced by improving and individual’s self-efficacy. Participants in the FFW intervention
condition will watch videos, play games, and learn 14 skills that support seven drivers of change
that promote well-being in the | COPPE domains. These seven drivers of change are: Behaviors,
Emotions, Thoughts, Interactions, Context, Awareness, and Next Steps. Together, the drivers
form the acronym BET I CAN. The FFW intervention delivers activities within a platform that
provides participants opportunities to experience and benefit from four primary sources of self-
efficacy: 1) enactive mastery experiences, 2) vicarious experiences, 3) verbal persuasion, and 4)
physiological and affective states (Bandura, 1977). To our knowledge, there are no other online
interventions with our unique components that leverage BET I CAN drivers to promote well-

being in the I COPPE domains.
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Justification of Online Intervention

Recently we conducted a RCT of the FFW intervention in an employee sample, and
found initial evidence for the effectiveness of the FFW intervention (Myers, Prilleltensky, I,
Prilleltensky, O., McMahon, Dietz & Rubenstein, submitted). Participants who complied with
the FFW intervention had significantly higher subjective well-being, as compared to compliers in
the Usual Care group, in multiple [ COPPE domains (Myers, Prilleltensky, I, Prilleltensky, O.,
McMahon, Dietz & Rubenstein, submitted)

Despite progress in real-world (i.e. offline) methods to promote health and wellness,
problems persist: limited reach, insufficient engagement, and lack of sustainability (DiClemente,
Crosby, & Kegler, 2002; Glanz, Rimer, & Viswanath, 2008; Levy & Sidel, 2006; Shumaker,
Ockene, & Riekert, 2009). As the number of people experiencing physical and psychological
problems remains stubbornly high, the need to find effective, sustainable and far reaching
interventions grows more urgent by the day (Commission on Social Determinants of Health,
2008). The introduction of computerized or e-health programs is a promising avenue for
developing effective, sustainable and far reaching interventions (Fogg, 2003; Fogg & Adler,
2009; Fogg & Eccles, 2007; Franklin, Farfanzar, & Thompson, 2009). E-health interventions
also have the advantage of being anonymous, convenient, accessible 24/7, and more economical
than in person treatments (Barak, Hen, Boniel-Nissim, & Shapira, 2008; Franklin, Farfanzar, &
Thompson, 2009; Spek, Cuijpers, Nyklicek, Riper, Keyzer, & Pop, 2007).

A randomized controlled trial evaluating the effectiveness of a multimodal online
wellness program found intervention participants made significant improvement in their well-
being compared to controls at 30 and 90-days post-intervention exposure (Cobb & Poirier,

2014). Some systematic reviews and meta-analyses of computer-based wellness interventions
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indicate overall positive results on physical and psychological problems (Barak et al., 2008;
Franklin, Farfanzar, & Thompson, 2009; Kroeze, Werkman, & Brug, 2006; Spek et al., 2007).
Barak and colleagues (2008) report overall medium effects for a variety of problems, including
depression, post-traumatic stress disorder, panic and anxiety, drinking, and weight loss.

Spek and colleagues (2007), in a meta-analysis of the impact of cognitive behavioral
therapy on anxiety and depression reported small positive effects for the latter and large positive
effects for the former. In a review of the research literature ranging from 1964 to 2004, Kroeze
and colleagues (2006) found promising outcomes for the use of computer-based tailored
interventions for physical activity and dietary behaviors. In comparing e-health interventions
with comparison groups, Norman and colleagues reported that half of the 41 studies they
reviewed had more favorable outcomes for computerized interventions (Norman, Zabinski,
Adams, Rosenberg, Yaroch, & Atienza, 2007).

Improved knowledge, attitude, and self-efficacy beliefs; as well as reduced obsessive
compulsive thinking were reported in some programs (Alemi, Cherry, & Meffert, 1989; Epstein
& McGaha, 1999; Markham, Shegog, Leonard, Buia, & Paul, 2009; Paperny & Starn, 1989;
Roberto, Zimmerman, Carlyle, & Abner, 2007; Thomas, Cahill, & Santilli, 1997; Verduin,
LaRowe, Myrick, Cannon-Bowers, & Bowers, 2013). Improvements in behavioral outcomes
such as reduced sexual activity and/or initiation, and increased safe sex behaviors were also
reported (Downs, Murray, Bruine de Bruin, Penrose, Palmgren, & Fischhoff, 2004; Mustanski,
Garafolo, Monahan, Gratzer, & Andrews, 2013; Tortolero, Markham, Peskin, Shegog, Addy,
Escobar-Chaves, & Baumler, 2010; WILL & Navy’s Center for Personal Development, 2013).
Literature Review

I COPPE domains
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Personal well-being is complex and dynamic, encompassing subjective elements such as
self-determination, perceptions of life satisfaction, sense of control, mastery over the
environment, and positive emotions (Eid & Larsen, 2008; Fredrickson, 2009; Lyubomirsky,
2008; Marmot, 2004; Rath & Harter 2010; Seligman, 2011). Objective elements include socio-
economic levels and educational attainment. The I COPPE Scale is based on the well-being
literature focusing on subjective well-being (SWB). For further information on the development
and validation of the I COPPE Scale (self-assessment) please see prior studies by our research
team: Prilleltensky, 1., Dietz, Prilleltensky, O., Myers, Rubenstein, Jin, & McMahon, 2015; and
Myers, Prilleltensky, I, Jin, Dietz, Rubenstein, Prilleltensky, O., & McMahon, 2014.

For individuals to thrive, skills must support wellness in each one of the six I COPPE
domains of wellness. Research on personal (Diener, Wirtz, Tov, Kim-Prieto, Choi, Oishi, &
Biswas-Diener, 2009; Eid & Larsen, 2008; Keyes, 2007; Lyubomirsky, 2008; Marmot, 2004;
Powers & Faden, 2006; Rath & Harter, 2010; Seligman, 2011), interpersonal (Cacioppo, Reis, &
Zautra, 2011; Cohen, 2004; Gottman, Gottman, & Atkins, 2011), organizational (Bolman &
Deal, 2003; Sisodia, Wolfe, & Sheth, 2007), and communal well-being (Commission on Social
Determinants of Health, 2008; Graham, 2009; Inglehart, Foa, Peterson, & Welzel, 2008;
Wilkinson & Pickett, 2009) provides support for the claim that the I COPPE domains are vital
for the flourishing of persons and systems. Research shows that overall subjective well-being is
linked to satisfaction in the | COPPE domains of life (Prilleltensky et al., 2015; Argyle, 2001;
Cohen, 1999; Gonzalez, Coenders, Saez & Casas, 2010; Erdogan, Bauer, Truxillo, & Mansfield,
2012).

BET I CAN Drivers of Change
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Extensive scholarship supports the impact of certain behavioral principles (Botella,
Gallego, Garica-Palacios, Guillen, Banos, Quero, & Alcaniz, 2010; Cameron & Moss-Morris;
2010; Domjan & Grau, 2009; Watson & Tharp, 2007), emotions (Fredrickson, 2009;
Lyubomirsky, 2008; Williams, Kielcot-Glaser, Legato, Ornish, Power, Syme, & Williams,
1999), and thoughts (Bandura, 1986; Meichenbaum, 1977, 1985; Spek, Cuijpers, Nyklicek,
Riper, Keyzer, & Pop, 2007; Sutton, 2010) on the acquisition of healthy habits. Behaviors,
emotions and cognitions interact over time in a person’s life. Personality and previous
experiences with eating, physical exercise, or stress greatly influence present and future efforts at
changing behavior and improving wellness (Dunbar-Jacob, Gemmell, & Schlenk, 2009; Mols &
Denollet, 2010; Ogden, 2010; Wiebe, Drew, & Croom, 2010). Interpersonal factors such as
conflict or support also influence well-being greatly (Inoue & Kawakami, 2010; Zimmerman &
Connor, 1989), as do community factors such as culture (Uskul, 2010), neighborhood conditions
(Raja, Ball, Booth, Haberstro, & Veith, 2009), and economic conditions (Williams, DiMatteo, &
Haskard, 2009). In brief, community factors include elements of the social, cultural and built
environment.

The factor we call awareness has to do with the ability to see connections among the
previous five considerations. People seeking to attain health and wellness goals should be able to
see how behaviors, emotions, thoughts, interpersonal and community factors impact their health
and decision to change (Dunbar-Jacob et al., 2009; Lane & Rollnick, 2009; Williams et al.,
2009). In addition, people must attain a level of personal awareness to embark on positive
change. The final factor, which we call next steps, concerns the ability of the person to keep

moving from one stage of the change process to the next.
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Some proven methods of health behavior change include self-monitoring, feedback,
rewards and social support (Kroeze, Werkman, & Brug, 2006; Norman, Zabinski, Adams,
Rosenberg, Yaroch, & Atienza, 2007; Samoocha, Bruinvels, Elbers, Anema, & van der Beek,
2010; Spek et al., 2007; Webb, Joseph, Yardley, & Michie, 2010). FFW is based on knowledge
of the process of change which is informed by factors and mechanisms involved in change. The
very first phase is called motivational interaction because of the crucial importance of engaging
users in the program. Inspired by motivational interviewing techniques, this phase recognizes
that users are ambivalent about making changes, and that it is crucial to address these hesitations
(Lane & Rollnick, 2009; Martins & McNeil, 2009). Goal setting theory contends that the
behavior of setting goals acts as a motivator for people to change their behavior. The main
premise of this theory is that when people are encouraged to pursue a “difficult but realistic”
goal, they are more likely to do better than if they were supported to simply “do their best”
(Locke & Latham, 1990, 2002). A review of 23 studies examined the effectiveness of goal
setting interventions on diet and physical activity outcomes and found positive results (Shiltz,
Horowitz, & Townsend, 2004). Achievement of sub-goals builds self-efficacy, which leads to
improved performance (Bandura, 1977; 1986).

Self-Efficacy

Self-efficacy is a key construct in our intervention because it is associated with well-
being. Studies across cultures and countries have established the relationship between high
levels of general self-efficacy and high levels of well-being (Luszczynska & Gutierrez-Dona,
2005). Positive correlations have been found for generalized self-efficacy and job satisfaction
(Judge & Bono, 2001). Moreover, self-efficacy for health care practices has been found to be

an important antecedent of preventive health behaviors (Jayanti & Burns, 1998). Domain-
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specific self-efficacy, in turn, is a central construct in safe sex practices (Bandura, 1994) and
substance abuse (Bandura, 1999). High self-efficacy beliefs for avoiding certain risk
behaviors are associated with lower alcohol consumption (Oei, 2007). Specific self-efficacy
beliefs also play a significant role in mediating the effects of interventions on substance use
and sexual risk behavior (Kadden & Litt, 2011; O’Leary, 1992). Health education research has
also established that self-efficacy beliefs can be enhanced. These enhancements, in turn, lead
to positive changes across multiple health risk behaviors (Strecher et al., 1986; Danaher,
Smolkowski, Seeley, & Severson, 2008; Jardin & Carpenter, 2012; Brown, Seraganian,
Tremblay, & Annis, 2002; Gilchrist & Schinke, 1983; Schmiege et al., 2009).

In our intervention, we are targeting two specific contexts where self-efficacy occurs:
1) Self-efficacy in I COPPE and; 2) Self-efficacy in BET I CAN. The literature on self-
efficacy suggests that designing study-specific self-efficacy measures is at least as good as
using existing self-efficacy measures (Bandura, 1997). Below, we describe in detail, the
rationale that led to the creation of the BET I CAN and I COPPE instruments we will be
using. These measures are congruent with the intervention and are discussed in a subsequent
section entitled Description of Measures. In the next section we elaborate the rationale for

choosing the BET I CAN drivers of change.

Intervention Design and Rationale

Fun For Wellness (FFW) is an interactive program where participants will learn skills
and techniques to improve their health and well-being. They will participate in activities and
learn 14 skills specifically designed to improve interpersonal, community, occupational,
psychological, physical, and economic well-being. The skills support seven drivers of change:

Behaviors, Emotions, Thoughts, Interactions, Context, Awareness, and Next Steps. Together, the
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drivers form the acronym BET I CAN. Study participants will be exposed to two skills per

driver, thus culminating in 14 total skills. The skills are listed below along with the supporting

research evidence under each driver. See Appendix for details of each supporting research study.

Behaviors
1. Set a goal. Goal-setting is beneficial in planning positive actions and increasing well-being

(Coote & MacLeod, 2012). Learning to set goals in a single session is associated with
significant academic improvement for college students who are experiencing academic
difficulty (Morisano, Hirsch, Peterson, Pihl, & Shore, 2010). In this goal-setting program,
students learned to contemplate their desired future, identify goals of personal importance,
prioritize these goals, explore positive goal outcome expectancies, determine sub-goals,
identify potential obstacles and strategies for overcoming them, set benchmarks for goal
attainment, and evaluate goal commitment. Setting goals also serves to enhance one’s
motivation and adherence.

Create positive habits. To create positive habits, one must understand the triggers that initiate

the behavior and the rewards that maintain it. By taking charge of cues and rewards, one may
decrease negative habits while creating new positive habits. For breaking bad habits,
Adriaanse and colleagues (2011) found implementation intentions effective. Implementation
intentions link a new desired behavior to a situation that triggers a habitual response (e.g., If
am in situation X, then I will perform goal-directed behavior Y). Creating positive habits is
instrumental in helping individuals to lose weight. For example, overweight adults who
received information on habit formation lost significantly more weight over eight weeks than
overweight adults in a wait-list condition (Chipperfield, Lally, & Wardle, 2008). Keeping

track of one’s behavior related to a goal, such as weight loss, enhances one’s ability to create
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positive habits. In a study on weight loss over a 24-month period, adherence to self-
monitoring daily food intake and physical activity (i.e., food and activity diary) was found to
be significantly associated with weight loss (Turk et al., 2013).

Emotions

3. Cope with negative emotions. In order to cope with negative emotions, we must be aware of

emotions and how they affect us. Through meditation and mindfulness, one can better
tolerate negative emotions and avoid escalating their affective intensity. An intervention
focused on meditation for emotion regulation was associated with positive changes in
emotional behavior (e.g., reduced negative affect, rumination, and depression; Kemeny et al.,
2012). Robins and colleagues (2012) found a mindfulness intervention on emotion
experience and expression to be associated with significant decreases in fear of emotions,
worry, and difficulties regulating emotions. The experience of focusing on one’s negative
emotions in an active manner (i.e., not ruminating) is also beneficial. For example, writing
about feelings and experiences related to interpersonal hurt has been found to significantly
decrease this hurt over time (Yu-Hsin Liao, Wei, Russell, & Abraham, 2012).

4. Collect positive emotions. Positive emotions promote well-being. Focusing on the good

things for which one is grateful helps to increase positive emotions. In three studies by
Emmons and McCullough (2003), daily gratitude thoughts led to an increase in positive
emotions and a decrease in negative emotions. Similarly, interventions focused on one’s
strengths were found to be associated with significant increases in happiness and decreases in
depression (Gander, Proyer, Ruch, & Wyss, 2013). Ouweneel and colleagues (2014) found
that engaging in daily thoughts of gratitude and acts of kindness each day were both

associated with a significant positive effect on positive emotions.
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Thoughts

5. Challenge assumptions. By recognizing negative automatic thoughts, one can challenge

them. Challenging assumptions and negative thoughts helps to weaken the link between the
negative emotion and the negative thought. Reappraising a situation that provokes anxiety
helps to moderate the subjective feeling of anxiety associated with that situation more so than
merely accepting or suppressing the anxiety (Hofmann, Heering, Sawyer, & Asnaani, 2009).
Shurick and colleagues (2012) examined the effect of cognitive restructuring (i.e.,
reinterpreting stimuli in a less negative way) on conditioned fear responses. Cognitive
restructuring was associated with a reduction in fear. Similarly, undergraduate students high
in social anxiety who received cognitive restructuring prompts about a social situation
reported less deterioration in mood than those who received no cognitive restructuring
prompts (Rodebaugh, Jakatdar, Rosenberg, & Heimberg, 2009).

6. Write a new story. Writing a new story empowers individuals to disengage from an unhelpful

story about the self and to develop a more optimistic and fulfilling narrative. One’s mindset
has a powerful effect on performance. In an intervention study, Good and colleagues (2003)
demonstrated the positive effect of a mentoring program in which students were encouraged
to make non-pejorative attributions for their academic difficulties. They found that students
who encounter negative stereotypes about their abilities experienced an increase in
achievement when they were encouraged to adopt a less pejorative mindset. A study on
mindset induction found that the type of mindset induced impacted one’s ability to adapt
performance after errors. While both growth-mindset (i.e., malleability of intelligence) and
fixed-mindset (i.e., immutability of intelligence) induction led to enhanced attention on a

task, only the growth-mindset induction led to enhanced attention to improving performance
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after errors (Schroder, Moran, Brent Donnellan, & Moser, 2014). Life review therapy, which
focuses on integrating difficult life events from the past and retrieving positive memories to
develop new life stories, has been effective in reducing depressive symptoms and increasing
well-being (Korte, Bohlmeijer, Cappeliez, Smit, & Westerhof, 2012).

Interactions

7. Connect. Connection and support are important protective factors. In a study with individuals
following substance abuse treatment, Bond and colleagues (2003) found that receiving
support from others who also had a history of substance abuse (e.g., others in AA) was a
significant positive predictor of maintaining abstinence. The way in which we share
successes is also important to the well-being of our relationships. For example, one study
with dating couples found that active and constructive responses to positive event discussions
were significantly related to relationship well-being and break-up, more so than responses to
negative event discussions (Gable, Gonzaga, & Strachman, 2006). Healthy relationships
skills, which are critical to interpersonal well-being, can be taught. For situationally violent
couples, an intervention focused on enhancing healthy relationship skills was effective in
reducing violence (Bradley & Gottman, 2012).

8. Communicate. Effective and empathic communication helps to cultivate fulfilling
relationships. Active listening is an integral element of interpersonal communication. Bodie
and colleagues (2015) found that active listening (e.g., asking open questions, paraphrasing
content, reflecting feelings) signaled more emotional awareness and prompted greater
emotional improvement for college students who were disclosing an upsetting problem. In
initial interactions, active listening is also associated with feeling more understood (Weger,

Bell, & Robinson, 2014). Assertiveness (e.g., confronting criticism, expressing
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dissatisfaction) is another important component of interpersonal communication. An
assertiveness training program for nursing and medical students with low assertiveness was

found to be effective in improving both assertiveness and self-esteem (Lin et al., 2004).

Context

9.

10.

Read the cues. Signals in our environment play an important role in the behaviors we engage
in. For people trying to lose weight, adapting one’s behavior to cues in the environment can
be instrumental in reaching this goal. For example, in the presence of holiday food cues,
dieters tend to bolster self-regulatory resources and eat less than in the absence of holiday
food cues (Martins & Vallen, 2014). Prinsen and colleagues (2013) examined the role of
environmental cues in food choice. They found that participants were more likely to eat
chocolates in the presence of empty wrappers, suggesting that others had them too, and more
likely to eat a healthy or unhealthy snack based on what others had chosen. People also tend
to eat less in the presence of cues reminding them of how much they have already eaten; that
is, they tend to eat more when sitting at tables that are bussed during the meal (Wansink &
Payne, 2007). Environmental cues also elicit the craving to smoke. In the presence of cues
related to smoking (e.g., sight, smell, lighting of cigarette), both daily and occasional
smokers experienced significant increases in craving (Carpenter et al., 2014).

Change the cues. Changing cues enhances one’s ability to modify problematic behavior and

promote healthy behavior. In the presence of attractive food cues (e.g., the smell of food),
dieters have been found to eat more than non-dieters (Papies & Hamstra, 2010). However,
when reminded of their dieting goal prior to entering the tempting eating situation, dieters
reduced their eating behavior. Research has also found that lighting and music can affect

food consumption and satisfaction (Wansink & Van Ittersum, 2012). Similarly, listening to
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soft music at bedtime is associated with significantly better sleep quality (Lai & Good, 2005).
Janse Van Rensburg and colleagues (2013) found that light and vigorous exercise
significantly decreased urges to smoke and increased positive affect for smokers deprived of

nicotine overnight.

Awareness

11.

12.

Know yourself. Knowing oneself can help clarify one’s values and make it easier to commit
to actions that align with those values. Mindfulness can serve as a powerful tool in the quest
for creating greater clarity and meaning in one’s life. Research supports the relationship
between mindfulness and positive emotional states (Warren Brown & Ryan, 2003). Bowen
and colleagues (2014) conducted a long-term efficacy study of mindfulness-based relapse
prevention for individuals who had successfully completed treatment for substance use
disorder. Compared with standard relapse prevention and treatment as usual, the
mindfulness-based program was associated with significantly lower relapse at 12 months.
Focused breathing has been found to help with emotion regulation more so than worry or
unfocused attention (Arch & Craske, 2006).

Know the issue. Knowledge empowers individuals to take responsibility for assessing

choices and making decisions. Research supports the role of knowledge in promoting well-
being. In a systematic review, Husson and colleagues (2011) found that information
provision was positively associated with health-related quality-of-life and negatively
associated with depression and anxiety. An intervention focused on nutrition education was
found to be associated with a decrease in total fat intake and an increase in calcium and

vitamin D intake (Manios, Moschonis, Katsaroli, Grammatikaki, & Tanagra, 2007). Psycho-
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education has also been found to help in preventing relapse for adults with remitted major

depression (Morokuma et al., 2013).

Next Steps

13.

14.

Make a plan. Making a plan provides a general direction for setting goals and aligning one’s
actions with goals. In a study by Lange and colleagues (2013), participants who had learned
dietary planning skills in a one-hour online intervention achieved significantly greater fruit
consumption than those who did not learn such skills. Wiedemann and colleagues (2011)
explored the processes by which planning interventions achieve their effects. They found that
a planning intervention had positive effects on fruit and vegetable intake as well as health
behavior change for employees. An intervention requiring participants to develop action
plans to incorporate walking into their weekly schedule found that planning such behavior
increased perceived behavioral control, attitudes, intentions and time spent walking each day
(Darker, French, Eves, & Sniehotta, 2010).

Make it stick. Personal change has no end point. Once new skills are learned, one must
practice them in order to maintain positive habits and cope with setbacks. For participants
involved in physical and mental activity interventions, coping plans predicted adherence to
the interventions, more so than intentions or self-efficacy (Evers, Klusmann, Schwarzer, &
Heuser, 2012). Kiernan and colleagues (2013) investigated the effect of learning problem-
solving maintenance skills before losing weight on long-term weight loss management.
Compared with participants who had participated in a weight loss intervention before
learning these skills, participants who learned them prior to beginning the weight loss
program regained significantly less weight during the 12-month follow-up period. Similarly,

social support from one’s friends enhances one’s ability to maintain weight loss over time
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(Wing & Jeffrey, 1999). Thinking about one’s future self helps individuals with their saving
behavior. Specifically, those who interact with a virtual future self, exhibit an increased
tendency to accept delayed monetary rewards over immediate rewards (Hershfield et al.,
2011).

Group Conditions

Intervention description. Participants will: 1) watch original vignettes performed by
professional actors; 2) watch and/or read mini-lectures narrated by a coach teaching 14
empirically-based skills, 3) engage in self-reflection exercises, and 4) play team-produced
interactive games related to the vignettes and the skills.

Each of the 14 skill modules is linked to one of the BET I CAN drivers (2 skills per
driver). Each module consists of 4 to 14 challenges (i.e. activities). There are six types of
challenges: 1) read text and watch narrated video clips, 2) watch video scenes representing
challenges in the I COPPE domains of life, 3) play Fun For Wellness (FFW) games linked to the
video scenes to learn skills, 4) write reflective responses to open-ended questions to gain
personal insight, 5) interact with other FFW users via chat room functions and, 6) watch funny
narrated video clips about well-being.

Some types of challenges are presented more than once in some modules. Challenge type
descriptions follow:

1)_Read text and watch narrated video clips- Psycho-educational wellness content pertaining to

the skill is provided in text format. A short video (approx. 30-90 seconds) of a person narrating
the same text is embedded in the same screen.
2) Video scenes- A mini-drama consisting of a series of 34 independently viewable scenes

(approx. 90 seconds each) is distributed throughout the program. These videos depict a network
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of characters (played by actors) engaging in real-life enactments of common experiences of BET
I CAN drivers across I COPPE domains.

3) Games-Interactive video games, produced by the team, are embedded throughout various
modules. The games contain well-being content specific to the targeted skill in each module.
Game content is interwoven with recognizable vocabulary and character storylines from the
mini-drama videos.

4) Written self-reflection exercises-Text prompts and open-ended questions related to the skill of

focus are provided in strategically placed module sections. Participants will be encouraged to
provide free responses to prompts about the content they have: a) read about, b) listened to in the
narrated videos, or ¢) seen acted out in the mini-scenes drama videos. These self-reflective
exercises will provide participants with the conceptual and physical space to plan, develop,
revise, and document their goals for self-directed change. Participants will be able to go back and
read their responses throughout their FFW experience and make changes as they wish.

5) Chat room and community forum social interactions-

a. Chat room: Live chat room functions will be available to intervention participants to
send and receive real-time communications to other intervention group participants. Only
participants who will be online at the exact same time with each other will have the opportunity
to communicate with each other. Identification of participants will only be made using a
participants’ screen name created by each participant during the initial study registration. Chat
room log interactions are not permanently posted for participants to view at later times. Each
chat log interaction will only remain visible to participants for as long as a participant is present

in the chat room. Chat logs will not be systematically monitored by the research team.
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b. Community forum: Community forum capabilities will be available for participants to
begin conversations based on specific topics. These threads will be posted to the forum boards
and will remain visible to all intervention participants who click on a particular topic thread.
Community forum logs will not be systematically monitored by the research team.

6) Funny narrated video clips about well-being- Humorous video clips of well-being stories,

narrated and performed by the principal investigator, are embedded at the end of each of the 14
modules. Starting at module #5, users must beat some challenges to unlock and watch the nine
remaining funny videos.

The Fun For Wellness (FFW) modules, corresponding challenges, and funny videos are
listed below.
Introduction

Challenge 1: Orient yourself

Challenge 2: Learn about I COPPE

Challenge 3: Be strategic: Learn about BET I CAN

Challenge 4: Meet the characters

Funny Video: Laugh

Driver 1: Behaviors
Skill 1: Set a goal

Challenge 1: Choose a goal

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 2: Watch Florence struggle with her goal

Activity- watch character video scene

Challenge 3: Commit to your goal
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Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 4: Think about the long term

Activity- written self-reflection exercise
Challenge 5: Help Karl set a goal

Activities- a) watch character video scene; b) text and narrated video
Challenge 6: Learn about SMART sub-goals

Activity- text and narrated video
Challenge 7: Set a SMART sub-goal

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 8: Play video game

Activity- video game “Getting It Done!”
Funny Video: Smile

Skill 2: Create positive habits

Challenge 1: Learn about the power of rewards

Activities- a) watch character video scene; b) text and narrated video
Challenge 2: Reward baby steps

Activity- text and narrated video
Challenge 3: Design your reward system

Activity- written self-reflection exercise
Challenge 4: Watch Florence reviewing her food journal

Activities- a) watch character video scene; b) text and narrated video
Challenge 5: Play video game

Activity- video game “HabEats of the Mind”
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Challenge 6: Become a good detective

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 7: Learn from Erin

Activities- a) watch character video scene; b) text and narrated video
Challenge 8: Learn about alternatives

Activities- a) watch character video scene; b) text and narrated video
Challenge 9: Play video game

Activity- video game “Nutrition Wars”
Funny Video: Share the experience

Driver 2: Emotions

Skill 1: Cope with negative emotions

Challenge 1: Understand negative emotions

Activity- text and narrated video
Challenge 2: Watch Larry and Erin arguing

Activity- watch character video scene
Challenge 3: Play Detective!

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 4: Detect and Reflect!

Activity- written self-reflection exercise
Challenge 5: Watch Jim lose his cool

Activity- watch character video scene
Challenge 6: Learn about emotional awareness

Activity- text and narrated video
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Challenge 7: Watch Erin trying to study

Activity- watch character video scene
Challenge 8: Play video game

Activity- video game “Stress Less”
Challenge 9: Stay on track

Activity- written self-reflection exercise
Funny Video: Solve Isaac's stress

Skill 2: Collect positive emotions

Challenge 1: Watch David and Alicia’s anniversary dinner

Activity- watch character video scene
Challenge 2: Help David and Alicia collect positive emotions

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 3: Learn about positive emotions

Activity- text and narrated video
Challenge 4: Count Your Blessings

Activity- written self-reflection exercise
Challenge 5: You at your best

Activity- written self-reflection exercise
Challenge 6: Watch Too Busy To Coach

Activity- watch character video scene
Challenge 7: Commit acts of kindness

Activity- written self-reflection exercise

Challenge 8: Watch Jim coaching softball!
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Activity- watch character video scene
Challenge 9: Play video game

Activity- video game “Emotional Seesaw”
Challenge 10: Feel the Future

Activity- written self-reflection exercise
Funny Video: Fantasize and laugh

Driver 3: Thoughts

Skill 1: Challenge assumptions

Challenge 1: Explore the relationship between, thoughts, feelings, and behaviors
Activity- text and narrated video
Challenge 2: Watch Erin at the bulletin board
Activity- watch character video scene
Challenge 3: Discover the self-defeating loop
Activities- a) written self-reflection exercise; b) text
Challenge 4: Understand faulty thinking
Activity- text and narrated video
Challenge 5: Watch Jan and Jim at the office
Activity- watch character video scene
Challenge 6: Watch Larry about to join the party
Activity- watch character video scene
Challenge 7: Detect faulty thinking
Activities- a) text and narrated video; b) written self-reflection exercise

Challenge 8: Play video game
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Activity- video game “Rethink That!”
Challenge 9: Talk back to negative self-talk!
Activity- written self-reflection exercise
Challenge 10: Unplug from thoughts that short circuit your goal
Activity- written self-reflection exercise
Funny Video: Minimize this!

Skill 2: Write a new story

Challenge 1: Watch Larry write a new story
Activity- watch character video scene
Challenge 2: Read about the new ending to Larry’s story
Activity- text and narrated video
Challenge 3: Help Larry find sparkling moments
Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 4: Find your own sparkling moments
Activity- written self-reflection exercise
Challenge 5: Re-watch Erin at the Student Career Center
Activity- watch character video scene
Challenge 6: Help Erin write a different ending
Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 7: Explore the benefits of a growth mindset
Activity- text and narrated video
Challenge 8: Play video game

Activity- video game “Fix a Fixed Mindset”
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Challenge 9: Adopt a Growth Mindset

Activity- written self-reflection exercise
Challenge 10: Recover from setbacks

Activity- written self-reflection exercise
Funny Video: Get to know the new Miami

Driver 4: Interactions

Skill 1: Connect

Challenge 1: Read about the importance of connection

Activity- text and narrated video
Challenge 2: Guess the formula to a happy marriage

Activity- written self-reflection exercise
Challenge 3: Watch Larry preparing dinner

Activity- watch character video scene
Challenge 4: Search for hints of happiness

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 5: Watch Larry’s bid for connection with Erin

Activities- a) watch character video scene; b) text and narrated video
Challenge 6: Watch Larry and Erin at the party

Activities- a) watch character video scene; b) text and narrated video
Challenge 7: Learn about gifts of the heart, the head, and the hand

Activity- text and narrated video
Challenge 8: Play video game

Activity- video game “Better Together”
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Challenge 9: Write about gifts you have given and received
Activity- written self-reflection exercise
Challenge 10: Learn to support when things go well
Activity- text and narrated video
Challenge 11: Play video game
Activity- video game “Upbeat or Downbeat”
Challenge 12: Let others help you
Activity- written self-reflection exercise
Funny Video: Empathize, a little

Skill 2: Communicate

Challenge 1: Communicate with L.O.V.E.

Activity- text and narrated video
Challenge 2: Re-watch the conflict between Erin and Larry

Activity- watch character video scene
Challenge 3: Do a L.O.V.E. analysis

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 4: Listen Well

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 5: Observe Well

Activity- text and narrated video
Challenge 6: Watch Jan asking for Jim’s help

Activities- a) watch character video scene; b) text and narrated video

Challenge 7: Verbalize Well
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Activity- text and narrated video
Challenge 8: Watch Karl’s struggle with assertive communication
Activity- watch character video scene
Challenge 9: Play video game
Activity- video game “Choose To Assert”
Challenge 10: Assert Yourself
Activity- written self-reflection exercise
Challenge 11: Search for signs of empathy
Activities- a) watch character video scene; b) text and narrated video
Challenge 12: Put yourself in Erin’s shoes
Activities- a) watch character video scene; b) text and narrated video
Challenge 13: Empathize Well
Activity- text and narrated video
Challenge 14: Ask for what you need
Activity- written self-reflection exercise
Funny Video: Gossip, a little

Driver 5: Context

Skill 1: Read the Cues

Challenge 1: Learn about cues
Activity- text and narrated video
Challenge 2: Watch Florence’s struggle with food
Activity- watch character video scene

Challenge 3: Help Florence read the cues
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Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 4: Watch Erin trying to study

Activity- watch character video scene
Challenge 5: Help Erin read the cues

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 6: Watch David and Alicia at the restaurant

Activity- watch character video scene
Challenge 7: Help David read the cues

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 8: Read the cues in your environment

Activity- written self-reflection exercise
Challenge 9: Take control of your response to cues

Activity- text and narrated video
Challenge 10: Play video game

Activity- video game “Self Control”
Funny Video: Read the cues, please.

Skill 2: Change the cues

Challenge 1: Read about changing the cues
Activity- text and narrated video
Challenge 2: Play video game
Activity- video game “NewTrition”
Challenge 3: Change the cues that lead you astray

Activities- a) text and narrated video; b) written self-reflection exercise
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Challenge 4: Watch David and Karl planning lunch

Activities- a) watch character video scene; b) text and narrated video
Challenge 5: Watch David and Karl at the restaurant

Activity- watch character video scene
Challenge 6: Attend to cues and rewards

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 7: See how the story ends

Activities- a) watch character video scene; b) text and narrated video
Challenge 8: Watch Erin resisting distractions

Activities- a) watch character video scene; b) text and narrated video
Challenge 9: Help Erin do even better

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 10: Create your environment

Activities- a) text and narrated video; b) written self-reflection exercise
Funny Video: Tame temptations

Driver 6: Awareness

Skill 1: Know yourself

Challenge 1: Watch Karl and Jim at the office
Activity- watch character video scene
Challenge 2: Look for signs of stress
Activity- written self-reflection exercise
Challenge 3: Learn about our response to threat

Activity- text and narrated video
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Challenge 4: Watch Erin and Jason on campus

Activities- a) watch character video scene; b) text and narrated video
Challenge 5: Reflect on how you deal with stress

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 6: Watch Karl’s epiphany

Activities- a) watch character video scene; b) text and narrated video
Challenge 7: Explore your values and priorities

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 8: Think about the end of life

Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 9: Build a thriving community

Activity- written self-reflection exercise
Challenge 10: Watch Jim self-reflect

Activities- a) watch character video scene; b) text and narrated video
Challenge 11: Consider the benefits of mindfulness

Activity- text and narrated video
Challenge 12: Focus on your breath

Activity- text and narrated video
Challenge 13: Play video game

Activity- video game “Mindful Living”
Challenge 14: Link goal and meaning

Activity- written self-reflection exercise

Funny Video: Know your weakness
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Skill 2: Know the issue

Challenge 1: Become informed
Activity- text and narrated video
Challenge 2: See how David ignores information!
Activity- a) watch character video scene; b) text and narrated video
Challenge 3: Discover your own biases
Activity- a) written self-reflection exercise; b) text and narrated video
Challenge 4: Master the basics of | COPPE
Activity- text and narrated video
Challenge 5: Play Stop Before You Shop
Activity- video game “Stop Before You Shop”
Challenge 6: Play True or False
Activity- video game “True or False”
Challenge 7: Play Well Words
Activity- video game “Well Words”
Challenge 8: Play Match the Task
Activity- video game “Match the Task”
Challenge 9: Select a BET I CAN strategy to match your goal
Activity- written self-reflection exercise
Funny Video: Know what you're getting into

Driver 7: Next Steps

Skill 1: Make a plan

Challenge 1: Imagine your best possible self
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Activities- a) written self-reflection exercise; b) text and narrated video
Challenge 2: Turn your aspirations into goals

Activity- written self-reflection exercise
Challenge 3: Watch Karl clean up his act

Activities- a) watch character video scene; b) text and narrated video
Challenge 4: Make it gradual

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 5: Help Florence make it gradual

Activities- a) watch character video scene; b) text and narrated video
Challenge 6: Reinforce yourself

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 7: Make it easy

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 8: Explore alternatives

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 9: Help David explore alternatives

Activities- a) watch character video scene; b) text and narrated video
Challenge 10: Seek support

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 11: Educate yourself

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 12: Play video game

Activity- video game “GREASE the Plan”
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Funny Video: Declutter

Skill 2: Make it stick

Challenge 1: Consider the long haul

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 2: Keep recording and rewarding

Activity- text and narrated video
Challenge 3: Watch Florence struggling with temptation

Activities- a) watch character video scene; b) text and narrated video
Challenge 4: Fortify yourself

Activity- written self-reflection exercise
Challenge 5: Surf the urge

Activity- text and narrated video
Challenge 6: Help Florence stay on track

Activities- a) watch character video scene; b) text and narrated video
Challenge 7: Practice saying no

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 8: Plan ahead

Activities- a) text and narrated video; b) written self-reflection exercise
Challenge 9: Don’t let a slip be your downfall

Activity- text and narrated video
Challenge 10: Consider your next step

Activities- a) watch character video scene; b) text and narrated video

Challenge 11: Play Skill Drill
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Activity- video game ““Skill Drill”
Funny Video: Remain calm

Online Intervention Bibliography. Participants in the intervention condition will have access to a

reference list of literature that supports the design and content of the Fun For Wellness
components listed above. Please see the document named “References ONLINE FFW.docx™.

Wait-list control. Control group participants will be assigned to a wait-list. Participants
will engage in their usual well-being care.
Study Procedures

As previously mentioned, the study design is a prospective, double-blind, longitudinal
randomized controlled trial (RCT). Well-being and self-efficacy measures will be administered
at baseline (T1), 30 days-post baseline (T2) and 60 days -post baseline (T3). Approximately
1,000 University of Miami Health System (UHealth) patients from the UM Lennar Medical
Center will be invited to participate in the study. A maximum of 500 patients will be enrolled.
Recruitment will take place on-site through distribution of IRB approved study flyers at the UM
Lennar Center. Eligibility verification, data collection, randomization, intervention/control group
activities, and incentive distribution will take place entirely online. A secure website will be the
sole location where all research activities will take place.
Data Collection Plan

At each individually scheduled data collection point, participants will have a 7-day
window to return to the website and provide their survey data (see Battery below) in order to
receive an incentive. If they do not return within the 7-day timeframe to provide survey data, this
will be considered missing data. All participants must complete/participate in each survey battery

set to be credited money in the study’s Amazon electronic gift card account. Completion of each
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survey will be marked by a final SUBMIT button for the participant to click on when they are
ready to submit each survey as completed. During each data collection time (i.e., T1, T2, T3),
each participant will be able to see how far he/she has progressed toward completion of a survey
battery set in order to be eligible for the assigned incentive value for that particular data
collection time (i.e. $5, $10, $15). This will be accomplished by providing each participant with
a progress bar that will be visually represented on the participant’s data collection page. The
participant will be able to view how many surveys and items he/she has to complete to achieve
completion.
Remuneration Plan

Throughout participation in the Patient Well-Being Research Project, each participant
will be credited in the study to receive Amazon electronic gift cards as a thank you for
completing/submitting each set of surveys (i.e. battery), for each of the three data collection
times. They will need to submit the final answers of each survey before moving onto the next
survey of the battery. The computer program offers the participant an opportunity to leave items
blank or click on an item response if they wish by presenting a one-time pop-up reminder that
states, “Are you sure you want to leave this item blank?” Therefore, a participant may skip items
by choice during a particular survey answering experience, but in order to get the Amazon gift
credit for that data collection time, the participant must submit each survey to complete
participation in the full battery set for each data collection time. Intervention group participants
will also have the opportunity to earn Amazon gift cards in addition to those earned by survey
completion, based on their participation in the online intervention.

At the very start of participation by completing the first set of surveys, each participant

will be credited $5 toward an Amazon electronic gift card. For participants in both groups, when
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30 days has passed from the day each participant was randomly assigned to their group
(intervention or control), she/he will be sent an e-mail reminding her/him to return to the website
to complete some more surveys and receive an additional $10 electronic gift card credit. For
intervention group participants, those participants who completed at least 50% of each of the 15
modules will also be credited $15 of Amazon electronic gift cards in their account. After an
additional 30 days, each participant will be e-mailed again to return to the website for the last
time to complete the final set of surveys and receive the final additional $15 electronic gift card
credit. After each participant has completed the final surveys, she/he will be e-mailed codes to
redeem the total amount of Amazon electronic gift cards he/she has been credited throughout
her/his Patient Well-Being Research Project experience. In total, each intervention participant
will have the opportunity to obtain $45 worth of Amazon electronic gift cards. Control group
participants will have the opportunity to obtain a total of $30 in Amazon electronic gift cards.

The following italicized text is the message participants will be presented immediately
after they complete and submit the 3™ battery set of surveys.

“Thank you for completing this set of surveys. Around [Date] we will send you an email

with instructions on how to redeem your Amazon electronic gift codes.”
Participant Recruitment Plan

The study aims to consent (i.e. enroll), assess, and randomly assign no more than 500
participants in a rolling fashion in real-time within an online environment. A timeframe of 24-
calendar days will be considered the “recruitment window” to achieve this enrollment aim.
During the recruitment window the following research activities will take place simultaneously
across multiple participants: 1) participant recruitment; 2) Patient Well-Being Research Project

personal account creation; 3) e-mail validation procedure; 4) screening; 5) consenting; 6) data
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collection of baseline (T1) survey battery set; 7) participant incentive #1 credit deposit; 8)
participant randomization and condition group assignment; 9) participant-intervention group
online program access
Recruitment Window Procedures

Participants will be recruited by being offered a research study invitation flyer, in-person.
They will receive the flyer when checking in for their pre-registered medical appointment at the
University of Miami’s UHealth Lennar Foundation Medical Center. Upon check-in, a clinical
access representative will ask each patient if they are interested in receiving an invitation flyer

for a research study.

Participant recruitment. The IRB approved study recruitment flyers will begin to be offered to
patients at the UM Lennar Medical Center on day 1 of the 24-day recruitment window. See
figure 1 below for a visual overview of the real-time recruitment window procedures and
communication components:

Figure 1

Recruitment Window
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Distribute invitation flyers

Register new accounts of interested website visitors

Send automated e-mail verification to those who create accounts

Verify and activate accounts of verified users

Screen and assess for eligibility

Exclude those who:

.| * Decline to participate

¢ Fail to complete enrollment

¢ Do not meet inclusion criteria

Administer Baseline (T1) Battery Set of Surveys

Computer Randomization 2:1

!

Allocate to intervention for 30 days Allocate to control for 30 days

2) Patient Well-Being Research Project personal account request. Each recruited person

who wishes to, will have the opportunity to visit the Patient Well-Being Research Project log-in
page. To ensure the probability the project is limiting entry to only UM Lennar Medical Center
patients who were handed an invitation flyer while on-site at the medical center, each visitor to

the log-in page will be immediately prompted to enter a valid code that was printed on the
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invitation flyer they were given, in addition to their email address. They will then create a unique
username and their own password for their research project account which will be stored in the
research project database. All e-mail addresses will be encrypted on the research team’s end so
the researchers will be blind to the identity of the recruited subjects.

3) E-mail verification procedure and account activation. After respondents have created a

personal account, they will receive an automated e-mail delivered to the e-mail address they
provided when they created their personal account. They will be prompted to check their e-mail
and click on the verification hyperlink to verify their e-mail address and activate the account they
created. The salutation field of the automated e-mail verification will be populated with the
username the respondent typed in when they requested an account. As soon as they click on the
e-mail verification hyperlink, their account will become activated.
4) Screening. As soon as the verified account holder logs-into the Patient Well-Being Research
Project, the respondent will be presented with 3 screening questions to assess inclusion/exclusion
criteria. The respondent needs to answer both questions affirmatively to be qualified to move on
and read the consent form. Respondents who do not affirm the first two screening questions
and/or affirm the third, will be terminated from the study and locked out of further access to the
research project website. Below are the screening questions and the messages excluded
respondents will receive:
a) Respondent is first asked:
1) Are you at least 18 years old?
yes = will continue to second inclusion/exclusion criterion question
no = will be excluded and blocked from further access to the website and

presented with the following message:

“Thank you for your help. At this time it appears you do not meet criteria
for the current study. However, future studies and software development

Page 39 of 110



IRB Study Number: TBD
Title: Patient Well-Being Research Project 01-23-17 to IRB

testing will be occurring. Please visit us again at the next opportunity. We
sincerely appreciate your time and effort.”

b) Continuing respondents are asked:
i) Are you currently a patient at the University of Miami Lennar
Foundation Medical Center?
yes = will continue to Consent page
no = will be excluded and blocked from further access to the website and

presented with the following message:

“Thank you for your help. At this time it appears you do not meet criteria
for the current study. However, future studies and software development
testing will be occurring. Please visit us again at the next opportunity. We
sincerely appreciate your time and effort.”

c¢) Continuing respondents are asked:
ii1) Are you now, or have you ever participated in activities of the Fun For

Wellness online program?

yes = will be excluded and blocked from further access to the website and
presented with the following message:

“Thank you for your help. At this time it appears you do not meet criteria
for the current study. However, future studies and software development
testing will be occurring. Please visit us again at the next opportunity. We
sincerely appreciate your time and effort.”
no = will continue to Consent page
Information from excluded respondents will be noted by a frequency count that the
screening page was accessed to screen a recruited individual to track numbers of screened
potential participants. Only respondents who meet the study’s inclusion criteria will be
automatically directed to the consent page screens. Those subset of respondents who meet
inclusionary criteria who log out of their Patient Well-Being Research Project account without

logging back in to read the consent form and formally decline participation before the end of the

24" day of the recruitment window will be denied further access to their account.
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Patient Well-Being Research Project validated account holders who created an account
but never completed the screening, and/or consent and/or the T1 battery before the end of the 24-
day recruitment window, will be presented with the following message if they attempt to log in:

“Thank you for visiting the Patient Well-Being Research Project! Unfortunately, the

deadline for participant enrollment and completion of initial study research
activities has passed. We appreciate your interest in the project.”

5) Informed Consenting. We are requesting a waiver of signed consent because consenting will

be done online. Research participants will not be physically present with the researchers, as the
participants will complete the consent process at their computer location. Therefore, the consent
form will be in an electronic format. Those who click "decline to consent" will be locked out of
the remaining program activities. No other data will be collected for these participants.

The study will be monitored only by the study investigators and/or sponsor. Immediately after
passing the inclusionary criteria, the screened respondent will be presented with the IRB
approved consent form to read and sign electronically.

Respondents who intend to give consent to participate in the study will be required to
provide the same valid e-mail address that they used to create an account. This contact e-mail
address will be used for sending data collection reminders and to deliver any earned electronic
gift card incentive codes for the participant to redeem through Amazon. Respondents who intend
to decline participation in the study will be informed to leave the personal e-mail address line
blank. At the bottom of the consent form, the respondent will click of one of two following
buttons:

a) CLICK TO GIVE CONSENT TO PARTICIPATE IN STUDY- As soon as

a respondent clicks on this button, she/he will be automatically presented with a printable screen
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of the electronically signed IRB approved consent form. They will be presented with a message
that states:

“Please print or save this electronically signed consent form and keep a copy for
your records.”

After leaving the print consent page screen, each consented participant will be immediately
directed to the medical disclaimer statement page. Those who provide consent will be allowed to
proceed with reading the medical disclaimer statement which was drafted by the legal team at the
University of Miami for the purpose of being displayed throughout the research project’s web
pages.

b) CLICK TO DECLINE PARTICIPATION IN STUDY- As soon as a
respondent clicks on this button, she/he will be automatically presented with the following
message:

“You have declined to participate in the Patient Well-Being Research Project.

Thank you for taking the time to consider this.”

Screened respondents who decline participation will be excluded and blocked from further
access through their established Patient Well-Being Research Project account. If the respondent
has mistakenly entered an e-mail address on the contact line the computer will not save this
information. Similarly, participants who log out of their account during the presentation of the
consent screens without clicking either button above will be considered to have “passively

declined” consent.

6) Medical Disclaimer Statement agreement

The informed consent form under the section labelled “Procedures”, states participants

will be required to read and agree to a medical disclaimer statement. The medical disclaimer was
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approved by legal counsel at the University of Miami. The informed consent form clarifies that
their agreement of this medical disclaimer statement is one of several steps they will need to
complete to eventually gain access to the online program and earn incentives.
The following text is the Medical Disclaimer statement:

Medical Disclaimer

“All materials published by the University of Miami on the Patient Well-Being Research
Project website are for educational and informational purposes only. The information
provided is not intended to replace medical advice, diagnosis, or treatment offered by
professional health care providers. You should always seek the advice of a professional
health care provider for any questions you may have regarding a medical or
psychological condition, and should never disregard or delay in seeking such advice
based on something you read on the Patient Well-Being Research Project website. If you
think you may have a medical emergency, call your professional health care provider or
9-1-1 immediately. The Patient Well-Being Research Project website may contain
functionality that allows users to upload content via chat rooms and forums (“‘User
Content”), and such User Content is not monitored by the University of Miami. Reliance
on any information provided by the Patient Well-Being Research Project website or
found in User Content is solely at your own risk. The University of Miami will not be
responsible or liable for any direct, indirect, consequential, special, exemplary, or other
damages arising from your use of the Patient Well-Being Research Project website.”

As soon as the participant clicks the button under the medical disclaimer statement that reads
“Agree”, they will be provided access to the T1 survey battery set. If a participant clicks
“Disagree” they will be locked out of further access to the study and the following italicized text
will pop up and be presented to them:

“You have disagreed with the Patient Well-Being Research Project’s medical disclaimer

statement. Therefore, we are unable to grant you further access to study activities. Thank
you for your initial interest in the study.”

7) Baseline (T1) Data Collection. All participants will complete/participate in the demographic

questionnaire and all remaining survey assessments for the first battery set of surveys.

Completion of each survey will be marked by a final SUBMIT button. A progress bar will be
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represented visually on the user’s page as they complete each assessment to show their level of
battery completion. Below is the T1 battery set of assessments that all consented participants will
be administered prior to being randomized to a condition group.

. FFW Demographics Questionnaire (9 items)

. Self-Efficacy to Comply Measure (1 item)

. I COPPE Scale- 30-day version (21 items)

. SEWB Scale- 30-day version (21 items)

. I COPPE Actions Scale- Revised (19 items, including 1 attention filter item)
. Chronic Conditions Checklist (20 items)

. SF-36 v2 (36 items)

~N N AW

On day 14 of the recruitment window, a baseline (T1) data collection battery set reminder
e-mail will be sent to all consented participants who have not completed T1 data collection
letting them know they have 10 more days to complete the T1 battery set of surveys. Here is the

e-mail subject line: Patient Well-Being Research Project: Reminder to complete Survey Set #1.

7) Participant incentive #1 credit deposit. After each participant submits the final survey, a visual

and sound action will show the $5 Amazon electronic gift card credit into the participants’
Patient Well-Being Research Project bank account.

8) Participant randomization and condition group assignment. Participants who have completed

the full T1 battery will be randomly assigned in real time to either the intervention condition or
the wait-list control condition. Randomization and assignment will be done solely by the
computer program so researchers will be blind to participant randomization and group
assignment. The computer program will use a 2:1 randomization algorithm so that there are
twice as many intervention participants as control participants. Participants will be randomly
assigned based on their sequential order in the assignment line up which will be established at

the exact time of each participant’s submission of the battery of the first set of surveys (i.e. T1).
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The first participant who submits their T1 battery will be assigned control or intervention based
on a digital coin flip. For each additional participant who submits their T1 battery, if we need
another person to fulfill the intervention (2:1) ratio, that person will be assigned to the
intervention condition. The same with control, if more control participants need to be assigned
to that condition, then the participant will be added to the control group. If we already have an
exact 2:1 ratio, the participant will be assigned to one of the two conditions based on a digital
coin flip.

9) Participant condition group access. As soon as participants complete the T1 battery set of

surveys and are randomized by the computer, they will be sent a welcome e-mail. Here is the

e-mail subject line: Welcome to the Patient Well-Being Research Project.

Intervention participants will have immediate access to the Fun For Wellness and control
participants will be wait-listed. Participants in the intervention group may access the Patient
Well-Being Research Project site during all hours of the 30-day access window. Control group
participants will be informed they have been randomly assigned to the wait-list condition and
will be given eventual 30 days of access to the online well-being program at the end of the 60-
day study.

After 30 days, participants in the intervention group will no longer have access to the
online program at the Patient Well-Being Research Project site. Participants from both condition
groups may still log in to see how much credit they have in their account to redeem Amazon
electronic gift card codes. Participants in both groups will be sent reminder e-mails to complete
the survey set for the second time (T2: 30-days post baseline). After 30 more days have passed
(T3: 60-days post baseline), participants will receive reminder e-mails to complete the survey set

for the third time.
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10) Participant e-mail reminder plan. Two types of e-mail reminders will be automatically sent to

participants during the 60-day study period. The first type of e-mail will encourage continued

participation in the online program. The second type of email will encourage completion of the

surveys.

a)

b)

Email to encourage continued participation:

We will send one participation e-mail during the intervention participant’s 30-day access

period. One e-mail will be sent to each participant on day 4 of their 30-day access period.

Here is the day 4 participation encouragement e-mail subject line: Patient Well-Being

Research Project- 26 more days to keep visiting us during your access time ©

Email to encourage survey completion:

We will send four of these survey completion emails to participants in both condition
groups. For each data collection time (T2; T3), we will send two survey battery reminder
e-mails. At T2, immediately after the intervention group participant’s 30-day access
period, and after 30 days have passed since the T1 baseline for the wait-list control
participant (i.e., day 31), we will send one survey battery reminder e-mail. Four days
later, we will send another survey battery reminder e-mail to those participants who have

still not completed T2 data collection.

Here is the T2 (day 31) initial survey battery reminder e-mail subject line: Patient Well-

Being Research Project: Reminder 7 days to complete Survey Set #2.
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Here is the T2 (day 34/day 4 of 7-day window) initial survey battery reminder e-mail
subject line: Patient Well-Being Research Project: Reminder 3 days to complete Survey

Set #2.

On the first day of T3, which corresponds to 60-days post baseline, we will send one
survey battery reminder e-mail that the 7-day window is open for participants to complete
the third survey battery set. Four days later, we will send another survey battery reminder

e-mail to those participants who have still not completed T3 data collection.

Here is the T3 (60-day post baseline) initial survey battery reminder e-mail subject line:

Patient Well-Being Research Project: Reminder 7 days to complete Survey Set #3.

Here is the T3 (60-day post baseline) (day 64/day 4 of 7-day window) initial survey
battery reminder e-mail subject line: Patient Well-Being Research Project: Reminder 3

days to complete Survey Set #3.

Battery Set of Surveys Content

Question contexts effects (i.e., where questions are located in a survey, what questions
precede an item) have been found to influence respondent survey choices on measures of
subjective well-being (Schwarz & Strack, 1999; OECD, 2013) and self-rated health (Lee,
McClain, Webster, & Han, 2016). Therefore, to avoid artificial attenuation or inflation in their
relationship, the subjective well-being measure (I COPPE Scale) will be presented well before

the chronic conditions checklist, and health-related quality of life measures.
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The entire battery set of surveys, consisting of 127 items in total, and the order of how the
surveys will be presented to respondents is as follows:

FFW Demographics Questionnaire (9 items)

Baseline Self-Efficacy to Comply Measure (1 item)

I COPPE Scale- 30-day version (21 items)

SEWB Scale- 30-day version (21 items)

I COPPE Actions Scale- Revised (19 items, including 1 attention filter item)
Chronic Conditions Checklist (20 items)

SF-36 v2 (36 items)

FFW Experience Survey (15 items) [intervention group only T2]

0N L AW

Battery Administration Schedule

T1 (baseline): both condition groups

1)  FFW Demographics Questionnaire
-9 items

2)  Self-efficacy to Comply Measure
-1 item

3) 1 COPPE Scale 30-day version
-21 items

4)  Self-Efficacy in Well-Being Domains Scale (SEWB) 30-day version
- 21 items

5) 1 COPPE Actions Scale
- 18 items + item #19 attention filter

6) Chronic Conditions Checklist
-20 items

7) SF36v2
-36 items

T2 (30-days post baseline): both condition groups

1) T COPPE Scale 30-day version
-21 items

2)  Self-Efficacy in Well-Being Domains Scale (SEWB) 30-day version
- 21 items
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3)

4)

I COPPE Actions Scale
- 18 items + item #19 attention filter

SF36 v2
-36 items

T2 (30-days post baseline): intervention only

5)

FFW Experience Survey
-15 items

T3 (60-days post baseline): both condition groups

Y

2)

3)

4)

I COPPE Scale 30-day version
-21 items

Self-Efficacy in Well-Being Domains Scale (SEWB) 30-day version
- 21 items

I COPPE Actions Scale
- 18 items + item #19 attention filter

SF36 v2
-36 items

Description of Measures

1. Demographics questionnaire. This 9-item questionnaire will collect demographic

information on the variables of gender, income, marital status, age, ethnicity, education level,
employment type (part-time vs. full-time), and occupation. This measure will be administered

once at baseline for all consented participants.

Self-Efficacy to Comply Measure. This 1-item will measure a respondent’s self-efficacy to

comply with the intervention and may be used as a predictor of a participant’s follow-through

behaviors to comply with intervention activities. Participants will be asked to rate how confident

they are in their current ability to spend at least two hours and complete a minimum of seven
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challenges. This is the amount of time and effort the research team has determined is necessary to

considered “compliant” for the purposes of measuring compliance with the intervention.

3. Chronic Conditions Checklist. This researcher created 20-item checklist will measure how
many, if any, chronic health conditions the respondent self-reports. The number and type of
chronic conditions a patient has been found to be related to variable patient outcomes in
HRQOL (Alonso et al., 2004; Bayliss et al., 2012) and subjective well-being (Siahpush,
Spittal & Singh, 2008). A respondent may self-report zero, one or more chronic medical
conditions prompted by the question, “Have you been told by a physician, nurse, or other
health care provider that you have any of the following conditions?”” The 20 conditions were
identified by the Office of the Assistant Secretary for Health (OASH) List of Selected Chronic
Conditions (Goodman et al., 2013). The chronic conditions were identified by the multiple
chronic conditions (MCC) workgroup with the goal of creating a standard classification
structure. The final 20 conditions were derived from multiple health data systems of the
National Health Interview Survey (NHIS); National Ambulatory Medical Care Survey
(NAMCS); Medical Expenditure Panel Survey; Nationwide Inpatient Sample of the
Healthcare Cost and Utilization Project; and Medicare beneficiary enrollment and claims

administrative data from CMS (https://www.cdc.gov/pcd/issues/2013/12_0239.htm).

2. I COPPE Scale. Participant well-being in | COPPE domains will be self-assessed with this
measure using a validated tool called the I COPPE Scale (Myers, Prilleltensky, 1., Jin, Dietz,
Rubenstein, Prilleltensky, O., & McMahon, 2014; Prilleltensky, 1., Dietz, Prilleltensky, O.,
Myers, Rubenstein, Jin, & McMahon, 2015; Myers, Park, Lefevor, Dietz, Prilleltensky &
Prado, 2016). The I COPPE Scale was validated during two online studies testing the

theorized seven-factor theory of well-being (six life domains as well as overall well-being) in
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both a general population sample of 426 adults (214 women, 212 men), ages 20 to 88 (M =
50.86, SD = 13.57) and in a sample of 641 English-speaking Hispanic adults (354 women,
287 men), ages 19 to 83 (M =41.04, SD =13.97).

Prilleltensky and colleagues (2015) tested the theorized seven-factor theory of well-being
(six life domains as well as overall well-being) using the I COPPE Scale and assessed the
scale’s construct validity using well established comparison measures. Four hundred twenty-
six mostly White/Caucasian (83%) participants (214 women, 212 men) ranging in ages 20 to
88 (M =50.86, SD = 13.57) completed the online battery of instruments. Using exploratory
structural equation modeling (ESEM), this study fully and reliably assessed the underlying
constructs of the I COPPE Scale. Findings provided strong empirical evidence of the I
COPPE theoretical framework and construct validity of the I COPPE factors with
correlations ranging from.43 to .74.

The I COPPE Scale was also tested in a sample of six hundred forty-one English
speaking self-identified Hispanic adults (354 women, 287 men), ages 19 to 83 (M =41.04,
SD =13.97) (Myers et al., 2016). The participants completed the survey battery of
comparison instruments. Both exploratory bi-factor analysis (EBFA) and confirmatory bi-
factor analysis (CBFA), were used to assess the underlying constructs of the
multidimensional I COPPE Scale. Initial validity evidence was found with correlation
values ranging from .26 to .63.

Definitions of the seven I COPPE Scale constructs and corresponding items are as
follows:

a. Overall Well-being (OWB). Overall well-being (OWB) is a positive state of affairs in

an individual’s life. Well-being derives from satisfaction of needs in six domains of life:
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Interpersonal, Communal, Occupational, Physical, Psychological, and Economic. These six
domains form the acronym I COPPE. The better a person feels in any one of these areas, the
better his or her overall wellness. They are all interconnected (Cohen, 1999; Gonzalez et al.,
2010). A person can take charge of his or her wellness by making small changes in their
environment and behavior. Small changes in lifestyle can go a long way in improving well-

being and preventing illness and disease.

The three OWB time items (past, present, future) consist of the basic stem sentence with the

following wording:

“On the vertical scale below, the top number ten represents the best your life can be. The
bottom number zero represents the worst your life can be. When it comes to the best possible

life for you, on which number do you stand (now, 30-days ago, 30-days from now)?”

b. Interpersonal Well-being (IWB). Interpersonal well-being (IWB) is about the quality
of relationships with others. People are interpersonally well when they communicate
effectively and cooperate with others, and when they feel supported and connected to friends,
relatives, and peers. Handling conflict well, fostering positive relationships, and having
intimacy with loved ones are signs of interpersonal well-being. Getting along well with
family members, friends, co-workers and neighbors are examples of IWB. There will always
be some conflict as part of any relationship; being able to handle it in healthy ways is vital.
Nurturing these relationships to build social support is crucial for well-being. Promoting

IWB keeps people connected. These connections help individuals meet their physical and
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emotional needs. Building a network of social support helps buffer the effects of daily stress

(Lakey & Orehek, 2011).

The three IWB time items (past, present, future) consist of the basic stem sentence with the

following wording:

“On the vertical scale below, the top number ten represents the best your life can be. The
bottom number zero represents the worst your life can be. When it comes to the relationships
with important people in your life, on which number do you stand (now, 30-days ago, 30-

days from now)?”

c. Community Well-being (CWB). Community well-being (CWB) is about the health of
groups and communities where an individual lives, works, and plays. A healthy community
is one where people feel safe, supported, and engaged. Community wellness depends on two
important factors: efforts of individuals to build trusting relationships and the presence of
structures that encourage community building. CWB is strengthened when neighbors are
friendly, supportive, and willing to lend a helping hand. Being helpful and supportive can
take different forms: providing information; helping with tasks; or simply listening and
showing we care. Celebrating others’ strengths and contributions is just as important as
extending help in times of need. Volunteering time and services to help community members
who live in different neighborhoods is another way to foster CWB. To support community
building, it’s really important to create structures such as mutual help groups and

neighborhood associations. Communities with high levels of volunteerism and participation
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in civic activities have better educational achievements, less crime, less child abuse, and
better health outcomes than communities with low levels of engagement (Putnam, 2000).
Getting involved in community activities and helping others can make a real difference in the

overall wellness of the community.

The three CWB time items (past, present, future) consist of the basic stem sentence with the

following wording:

“On the vertical scale below, the top number ten represents the best your life can be. The
bottom number zero represents the worst your life can be. When it comes to the community

where you live, on which number do you stand (now, 30-days ago, 30-days from now)?”

d. Occupational Well-being (OCWB). Occupational well-being (OCWB) is about the
quality of relationships, engagement and productivity at work. Furthermore, it is about an
individual’s satisfaction with his or her main occupation, whether he or she works for pay or
not. OCWRB is strengthened when an individual worker feels connected to others; uses his or
her strengths; and experiences personal and professional growth. Good employers understand
the relationship between work satisfaction and business outcomes. An employee with an
outgoing personality will likely enjoy a position that entails a lot of interactions. A more
introverted employee with strong technical skills would likely thrive in a position suitable to
her personality. With a supportive employer and a pleasant social environment, workers can
make meaningful contributions and experience a high degree of job satisfaction. A healthy

workplace is characterized by a culture of mutual support; flexible work arrangements; and
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involvement in decision making. Employees in such healthy places of work report high levels
of engagement, satisfaction, and happiness. They are less likely to be absent from work due
to illness and are more likely to remain at their place of work. OCWB contributes to the
health of workers and to

work outcomes at the same time (Jacob, Bond, Galinksy & Hill, 2008).

The three OCWB time items (past, present, future) consist of the basic stem sentence with
the

following wording:

“On the vertical scale below, the top number ten represents the best your life can be. The
bottom number zero represents the worst your life can be. When it comes to your main
occupation (employed, self-employed, volunteer, stay at home), on which number do you

stand (now, 30-days ago, 30-days from now)?”

e. Physical Well-being (PHWB). Physical well-being (PHWB) is about the health of
one’s body and level of energy. An individual is physically well when he or she has energy to
engage in daily activities and when the person experiences low levels of pain and discomfort.
Multiple factors contribute to physical wellness, and many of them are within an individual’s
control. Eating a healthy diet, exercising on a regular basis, and managing daily stressors, go
a long way in promoting PHWB. PHWB is promoted when a person eats healthy foods and
avoids junk food. Making healthy lifestyle choices, such as exercising and maintaining a
healthy weight, also contribute to PHWB. Avoiding smoking and excessive drinking

contribute to PHWB as well.
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Unhealthy diet and inactivity was found to be the second highest cause of premature
death in the U.S. (McGinnis & Foege, 1993). Regular exercise is associated with a lower rate
of obesity, heart disease and type 2 diabetes. A diet rich in fruits, vegetables, and whole
grains is also associated with reductions of type 2 diabetes, coronary heart disease, and
stroke. Healthy lifestyle choices like eating well and exercising can go a long way in

preventing and managing various chronic illnesses (Ockene, 2009).

The three PHWB time items (past, present, future) consist of the basic stem sentence with the

following wording:

“On the vertical scale below, the top number ten represents the best your life can be. The
bottom number zero represents the worst your life can be. When it comes to your physical

health, on which number do you stand (now, 30-days ago, 30-days from now)?”

f. Psychological Well-being (PWB). Psychological well-being (PWB) is about a person
experiencing positive emotions, relatively few negative emotions, feeling satisfied with his or
her life, and having a feeling of thriving. Positive thoughts and emotions lead to healthy
choices, positive interpersonal interactions, and high levels of happiness and PWB. The
ability to manage stress, as well as negative thoughts and emotions is critical to PWB. Minor
hassles and stressors are inevitable. How individuals perceive and respond to stressors is very
important. When a person feels down he or she has a tendency to perceive the situation in an

excessive negative light. This, in turn, will affect his or her actions and mood. Learning to
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challenge negative thinking can lead to improved mood and healthy behaviors. In addition,
engaging in healthy

behaviors can lead to better mood and more optimistic thinking. There are multiple strategies
for combating negative thinking patterns that threaten to bring individuals down. Just as
important, a person can act to increase the level of positive motion in his or her life. Focusing
on the things he or she is grateful for, and being kind to others, are two proven strategies for

increasing PWB. (Fredrickson, 2009; Lyubomirsky, 2007).

The three PWB time items (past, present, future) consist of the basic stem sentence with the

following wording:

“On the vertical scale below, the top number ten represents the best your life can be. The
bottom number zero represents the worst your life can be. When it comes to your emotional
and

psychological well-being, on which number do you stand (now, 30-days ago, 30-days from

now)?”

g. Economic Well-being (EWB). Economic well-being (EWB) is about an individual’s
actual and perceived financial stability; it is about how secure the person feels in his or her
financial present and future. An individual who puts a percentage of his or her monthly
paycheck into a retirement account promotes economic wellness by saving for the future.
Spending money on experiences that a person can share with others contributes more to

happiness than buying materialistic things for his or herself. Studies show that people who
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b)

spent their money on donations to charities or on gifts to others experienced greater
happiness than people who spent their money on personal bills, expenses, or gifts for

themselves (Dunn, Aknin, & Norton, 2008).

The three EWB time items (past, present, future) consist of the basic stem sentence with the

following wording:

“On the vertical scale below, the top number ten represents the best your life can be. The
bottom number zero represents the worst your life can be. When it comes to your economic

situation, on which number do you stand (now, 30-days ago, 30-days from now)?”

4) I COPPE Actions Scale. The I COPPE Actions Scale is a self-report measure created for
this study. The measure consists of 18 items which tap behavioral outcomes in the six I
COPPE constructs. The creation of this instrument is based on the literature reviewed in the
section above named “I COPPE Domains”. Each construct is comprised of three items
measuring the frequency of engagement in behaviors aligned with the six constructs. Each
item is rated on a scale of 0-4 where the lowest value means “very rarely or never” and the
highest value means “very often or always”. The six constructs and their respective
definitions follow:

INTERPERSONAL: Engaging in activities that promote satisfaction in important
relationships in life

COMMUNITY: Engaging in activities that promote satisfaction as well as involvement and

sense of belonging in one’s community
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c)

d)

5)

OCCUPATIONAL: Engaging in activities that promote satisfaction with main occupation
such as work, volunteering, or caring after relatives

PHYSICAL: Engaging in activities that promote physical health and well-being
PSYCHOLOGICAL: Engaging in activities that promote emotional and psychological well-
being

ECONOMIC: Engaging in activities that promote economic well-being

*Attention Filter item #19 of the | COPPE Actions Scale. Given the common problem of
random responding on online surveys (i.e. clicking through), the attention filter item, “Please
select number 3” , has been included at the end of the I COPPE Actions Scale. This is to
ensure respondents are providing valid responses. If respondents are paying attention they are
expected to select number 3. If a respondent clicks any other answer, the respondent’s data
will be considered invalid for that battery time.

Self-Efficacy in Well-Being Scale (SEWB). The SEWB is a 21-item tool created for this
study that measures the construct of self-efficacy in the I COPPE well-being domains in three
times of present, 30-days ago, and 30-days from now. We define the construct of self-
efficacy in well-being domains as the extent to which an individual believes that she/he has
the capacity to achieve well-being in different domains of life (i.e. overall, interpersonal,
community, occupational, physical, psychological and, economic). Directions on the scale
instruct the respondent to rate each item on a 0-4 scale that ranges from no confidence to
complete confidence. Each item is a phrase that completes the following stem prompt: “How
confident are you in your current ability to achieve well-being in-*“. Some item examples are:

99, ¢ 99, ¢

“your life as a whole”; “your main occupation”; “your physical health and wellness”. All
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items are phrased in a positive direction. Seven scores will be derived, one for each item
ranging from 0-4 per item. A high score is interpreted to mean the respondent is a person

with high self-efficacy within areas of I COPPE functioning.

6) The SF-36v2® Health Survey. The SF-36 version 2.0 is considered the international
version of the original well-established version 1.0 . Version 2.0 has been used in over 1000
studies with documented psychometric evidence for its use (Ware, 2000). The SF-36v2
measures generic functional health status using eight health-related quality of life subscales
tapping: physical functioning, bodily pain, role limitations due to physical health problems,
role limitations due to personal or emotional problems, emotional well-being, social
functioning, energy/fatigue, and general health perceptions. Additionally, the survey yields
two summary measures of physical and mental health along with a health utility index. The eight

health subscales consist of 2—10 items each rated on a Likert scale. Responses are scored using
scoring software that uses a regression equation and standardizes responses to population
norms, yielding both a physical component summary (PCS) and mental component summary
(MCS). The eight subscale scores range from 0—100 with higher scores indicating better

health status. However, users are encouraged to interpret findings using norm-based scores (Mean =
50, SD = 10) rather than the 0—100 scores.

7) Fun For Wellness Experience Survey. Only intervention group participants will be
administered this self-report survey on one occasion after exposure to the intervention (30-
days post baseline). This 15-item self-report survey measures user experience and evaluation
across various feasibility and acceptability areas (e.g. enjoyment, usefulness, learning,
relevance, modules, games, text, etc.). This data will guide future development of the

intervention.
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8) Participation measures

We will measure the amount of curriculum exposure by calculating the number of challenges
each participant has completed. We will be able to use this measure to determine intervention
dosage and compare effects based on dosage amount. Some other measures we will use to
determine participant engagement include: time spent on each module, frequency of website
visits, number of videos watched, number of games played, number of community forum
visits, number of narrated videos observed, and number of overall visits to the online

program.

Risk/Benefit Assessment

As far as we can tell, the potential risk to participants is minimal or non-existent. There are no
risks that we can detect in participating in the program. The text and contents of the program are
not offensive or controversial in any way. Participants may experience wellness benefits through
participation in this study. By engaging in the curricular activities, participants will be prompted
to focus on their internal awareness of their personal well-being across many areas of their lives.
Through these activities, they may benefit by increasing their insight into what their current
levels of satisfaction are in these life domains. This insight may potentially act as a motivator for
a participant to improve their personal well-being.

Potential benefits of this research to society

The program we are seeking to test through this study will contribute to the promotion of well-
being in at least two ways. First, effectiveness of the intervention will be measured using the
recently validated I COPPE Scale as a self-assessment embedded in the program experience for
each participant. Effectiveness findings will provide the researchers with more information on

the sensitivity of the instrument, further informing the psychometric development of this tool.
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Secondly, findings of effectiveness of the FFW program is a step toward promoting well-being
using an easily accessible, self-managed intervention that can be utilized for promoting well-
being in the public health arena through the Internet.

Why the risk/benefit ratio supports conducting this research

The potential benefits of the proposed research activities outweigh the potential risks to
participants. Potentially gathering effectiveness evidence from approximately 500 patients of
various ages and ethnicities from a diverse city in the Southeastern United States is an important
and necessary step towards promoting patient well-being.

Data storage methods & data security

Data obtained from this research will be stored in such a way that human participants cannot be
identified and confidentiality is ensured. All participants are assigned a coded identification
number. The list connecting email addresses with id numbers will be kept protected, encrypted,
private, and only accessible to authorized research staff. To ensure the security, privacy, and
confidentiality of all data, several physical, network, hardware, and software safety precautions
are in place. For example, access to servers requires a special password known only to software
development staff involved in the development of the online intervention. Moreover, IP filtering
restricts access and manipulation to the database from outside the software development
computers. When data is saved on the server or exported to data files for statistical analysis, only
identification numbers are linked to item responses. No names or other identifying information
are accessible. Identifying information needed for participant contact, such as email addresses, is
kept in highly encrypted data files with algorithms known only to the software development
staff. At all times, industry standard SSL is used to obtain and transmit data during the user

experience. No data is ever transmitted across the internet over an insecure connection.
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Hard copy protection

Any confidential data that may be printed in hard copy form (paper) will be kept in the secured
offices of the Principal Investigator, Isaac Prilleltensky, Ph.D. and/or Project coordinator,
Samantha Dietz, Ph.D. Only authorized research project staff will have access to hard copy data.
Dr. Prilleltensky’s office is located at 5202 University Drive, Merrick Building #313-E. Dr.
Dietz’s office is located at 1541 Brescia Avenue, Pick Hall #120F, Coral Gables, FL 33146.

Data Analysis Plan

Data Management & Quality Control Procedures. Procedures to ensure quality control in the

collection, verification, and documentation of data have been established by the research team in
our prior studies. Data files will be provided for statistical analyses in file formats which can be
read by or translated into appropriate formats for the statistical programs that are planned to be
used in this study.

Data Preparation & Preliminary Analyses. Testing of distributional assumptions will include

statistical tests for univariate and multivariate normality (tests of skew & kurtosis) as well as
visual inspections of the empirical distributions for the data at each time point. Should deviations
be deemed sufficient for concern, transformation of variables (and/or estimation methods robust
to deviations from conditional normality) will be used where possible. Reliability estimates of
internal consistency (e.g., Cronbach's o) will be generated for scale scores.

Hypotheses and Methods

H1: Outcome effects: The online well-being program will be more effective than the wait-list
control condition in improving: 1) overall well-being 2) domain well-being, and 3) health related

quality of life (HRQOL) over time.
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These hypotheses will be conceptualized within the general multilevel structural equation
modeling (MSEM; Muthén & Asparouhov, 2008) framework. Analyses will test separately for
differences in linear and non-linear trajectories of well-being (overall and domain specific) over
the assessment time points among the 2 conditions. Parameter estimates and attrition rates may
inform Monte Carlo simulations (Muthén & Muthén, 2002) with 10000 replications to determine
power (given sample size) for the regression of the slope growth factor on the dichotomous (i.e.,
treatment versus placebo control) intervention variable (Cohen, 1988; Raudenbush & Liu, 2001).
H2: Self-efficacy effect: The online well-being program will be more effective than the wait-list
control condition in improving I COPPE well-being self-efficacy. This hypothesis will be
conceptualized within the general multilevel structural equation modeling (MSEM; Muthén &
Asparouhov, 2008) framework. Analyses will test separately for differences in linear and non-
linear trajectories of self-efficacy (I COPPE specific) over the assessment time points among the
2 conditions. Parameter estimates and attrition rates may inform Monte Carlo simulations
(Muthén & Muthén, 2002) with 10000 replications to determine power (given sample size) for
the regression of the slope growth factor on the dichotomous (i.e., treatment versus control)
intervention variable (Cohen, 1988; Raudenbush & Liu, 2001).

H3: Mediating effect: The effect of the online well-being program on 1) overall well-being, 2) d
domain well-being and, 3) health related quality of life will be partially mediated by
improvements in I COPPE self-efficacy in well-being over time.

These hypotheses will be conceptualized within the MSEM framework for assessing multilevel
mediation (Preacher, Zyphur, & Zhang, 2010). The test of mediation will be based on the
product of pathway (a) from the online well-being program to change in self-efficacy and (b) the

pathway from change in self-efficacy to change in well-being. The product of the two pathways

Page 64 of 110



IRB Study Number: TBD
Title: Patient Well-Being Research Project 01-23-17 to IRB

(a)*(b) is the indirect effect of the online well-being program to change in well-being through
change in self-efficacy in well-being. We will be testing whether the product (a)*(b) is
statistically significantly different from zero by constructing confidence intervals using (1) the
distribution of the product method and (2) resampling methods consistent with MacKinnon,
Lockwood, and Williams (2004) and Tofighi and MacKinnon (2011). We will also examine
more immediate changes in well-being through self-efficacy at each time point. Parameter
estimates and attrition rates will inform Monte Carlo simulations using a SAS macro to
determine power (given sample size) for a true mediation effect (MacKinnon, Lockwood,

Hoffman, West, & Sheets, 2002).

Participant e-mail change requests. A function that will allow a consented participant to

change their preferred e-mail address to receive research project communications will be built
into the Table of Contents section of both online program conditions. This is to account for the
possibility that a consented participant may cease to be employed at the University and thus lose
access to her/his valid UM e-mail account to retrieve electronic gift card codes for redemption.
As stated in the informed consent form section labelled, “Compensation for Participation in the
Study”, it will be the responsibility of the participant to change their preferred e-mail on their
own; they do not need to contact the research team offline.

In the unlikely event that a participant may wish to unsubscribe from receiving any
further e-mails from the research team, we will no longer send them e-mail that they do not
initiate. This means that the participant will not be able to receive the electronic gift card codes
for any incentives they may be owed. The following required statement and unsubscribe link is

embedded in all e-mails the participant will receive from the research team:
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“To prevent future emails regarding Fun For Wellness, please go to the following link:
unsubscribe”

From the computer programming perspective, as soon as the participant confirms that he
or she would like to unsubscribe and they submit their request, a backend database will continue
to track their unique ID number linked research activities throughout the study and will maintain
a log of every electronic gift card code they will be owed at the end of the study. If after
unsubscribing and at the end of the 60-day study, the unsubscribed participant would like to
obtain the incentives owed to them, they must go in person to the UM School of Education and
Human Development to retrieve their incentives. The participant must present their unique ID
number to the secretary at the UM School of Education and Human Development and request
their owed electronic gift card codes. The secretary will go to a website built specifically for the
purpose of retrieving electronic gift card codes for Patient Well-Being Research Project
participants who officially unsubscribed from receiving e-mails. The secretary will enter the
participants’ unique ID number into the website fields and the website will print out a list of all
the electronic codes owed to the participant. The secretary will hand the list of electronic gift
card codes to the participant. The participant will then be able to enter the codes at the Amazon
website to redeem the electronic gift cards.

From the participant’s perspective, When they click the unsubscribe link, it will not
immediately unsubscribe them. It will first present them with a pop-up message description
of the effects of unsubscribing and a button to allow them to unsubscribe if that is their choice
(see message below of description of effects of unsubscribing). The description will explain that
by unsubscribing they will no longer be able to receive their Amazon electronic gift code(s) via
e-mail. The unsubscribe description will inform them that if they truly wish to unsubscribe given

the effects of this action (i.e. loss of Amazon gift card code access via e-mail), they will have the
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option to click on the link provided that will present them with their unique ID number and
further instructions as to how to retrieve their Amazon gift card codes in person at the School of
Education and Human Development. For clarification, each participant’s unique ID number is
assigned by the computer and maps onto each participant’s Patient Well-Being Research Project
account for logging into the website. Participants will be informed that if they click on the link,
they will be presented with their unique ID number and prompted to make note of this unique ID
number to later present it in person to retrieve the electronic gift card codes associated with the
incentive amounts they will be owed at the end of the 60-day study.

The italicized text below is the first pop-up message a participant will be presented with
when they first click on the button to “unsubscribe” to receive future e-mails from the research
team. This e-mail describes the effects of unsubscribing to the participant in relation to the

delivery method of study incentives owed to them at the completion of the study.

Unsubscribe pop-up message #1 [clicked Unsubscribe in e-mail)

By unsubscribing you will no longer be able to receive via e-mail any Amazon electronic
gift code(s) you may be owed at the end of the 60-day study. If after unsubscribing, and at
the end of the 60-day study, you would like to obtain the Amazon electronic gift card
codes owed to you, you will need to go in-person to the UM School of Education and
Human Development to retrieve the electronic gift codes from the secretary at the front
desk. The address for the School of Education and Human Development is 5202
University Drive, Room 312, Coral Gables, FL 33146. The phone number is 305-284-
3711.

If you wish to unsubscribe please make note of your unique ID which will be given to you
after you confirm that you wish to unsubscribe. At the end of the 60-day study, you will
need to present this unique ID in person to the secretary to receive a print out of the
electronic gift card codes that will be owed you. After you receive your electronic gift
card codes from the secretary you will be able to enter the codes at the Amazon website
to redeem the electronic gift cards associated with those codes.

At the bottom of this unsubscribe pop-up message #1 the participant will be presented with the

following choice boxes to click on:
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[Yes, Unsubscribe me]

[Cancel]

If the participant clicks the choice box, /[Cancel], they will remain subscribed and will continue
to receive study related e-mails.

If the participant clicks the choice box, [Yes, Unsubscribe me], then the participant will be
presented with the second pop-up message below in italics. This second message will present the
unique ID number the specific to the unsubscribing participant and further instructions.

Unsubscribe pop-up message #2 [Yes, Unsubscribe me]
“You have unsubscribed your email account.
Your code is: <code generated>
You may have Amazon gift cards to redeem. After the 60 day study, if you wish to redeem
Amazon gift cards, please take the above code to the UM School of Education and
Human Development to retrieve the electronic gift codes from the secretary at the front
desk. The address for the School of Education and Human Development is 5202

University Drive, Room 312, Coral Gables, FL 33146. The phone number is 305-284-
3711.”
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Appendix

BET I CAN Studies

Dég;;SgeOf Description Key Outcomes
Behaviors | Set a goal Coote & e Effect of brief, self-help positive goal- e Compared to wait-list control
MacLeod focused intervention—Goal-setting and group, intervention group showed
(2012) Planning (GAP) Skills training—on well- significant improvements overall
being in people with depression (decrease in negative affect,
e Randomization (GAP or wait-list control) depressive symptoms; increase in
e Groups assessed pre-intervention, positive affect and life
post-intervention, and 5-weeks after satisfaction) post-intervention and
completing intervention at 5-week follow up.
Behaviors | Set a goal Morisano et al | e Effect of online goal-setting program (one | ® After four months, goal-setting
(2010) session) for college students with group had significant
academic difficulty on academic improvements in academic
achievement performance compared with the
e Eight step goal-setting “package” control group.
designed to involve number of factors e Specificity of goal (number of
related to effective goal pursuit; Eight words used to describe ideal
steps: future) was significantly related to
e (1) Contemplate desired future; (2) greater academic improvements.
Identify goals; (3) Prioritize goals;
(4) Explore positive goal outcome
expectations; (5) Determine
subgoals; (6) Identify potential
obstacles and strategies for
overcoming; (7) Set benchmarks for
goal attainment; (8) Evaluate goal
commitment
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e Randomized, controlled intervention with
two groups: goal-setting group and
control group

Behaviors | Set a goal Wilson & e Effect of goal setting on motivation and
Brookfield adherence in a six-week exercise program
(2009) e Random assignment (3 groups: process

goal, outcome goal, no goal)

e Process goals focus on the processes
to engage in (e.g., maintain certain
heart rate for 30 minutes of 40
minute exercise session)

e Outcome goals focus on the end
point (e.g., lose 5 pounds)

e Motivation measured at baseline and at
end of program (6weeks); Adherence
measured throughout, 3 months post and
6 months post

e Motivation and adherence
significantly greater for process
goal group compared to outcome
goal and no goal groups.

¢ During intervention, process goal
and outcome goal had greater
adherence than no goal group.
Post-intervention (3 and 6 months),
process goal group had greater
adherence than outcome and no
control groups.

Behaviors | Create Adriaanse et e Three experiments examined the
positive al (2011) cognitive effects of implementation
habits intentions specifying replacement of

habitual response with alternative
response on breaking habits

e Implementation intentions specify an
intention and can be used to link a new
desired behavior to a situation that
triggers a habitual behavior (e.g., If T am
in situation X, then I will perform goal-

¢ Implementation intentions
eliminated the advantage of
habitual response in a triggering
situation.

habits

directed behavior Y)
Behaviors | Create Chipperfield e Efficacy of habit-based intervention on e Intervention condition lost
positive et al (2008) weight for overweight adults significantly more weight over 8

weeks than the control condition.
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Randomized to intervention or wait-list
control condition

Intervention group received leaflet on
habit formation and simple
recommendations for eating and activity
behaviors

Assessed weight change over 8 weeks for
intervention condition compared with
control condition and over 32 weeks in
the intervention condition

At 32 weeks, those from the
intervention condition who
remained in the study showed a
pattern of continuing weight loss.

Behaviors | Create Turk et al o Effect of feedback frequency and self- e Receiving daily feedback
positive (2013) monitoring daily food intake and messages significantly increased
habits physical activity on weight loss over 24- self-monitoring adherence.

months e Self-monitoring adherence was
e Randomly assigned to one of three self- significantly associated with
monitoring methods with either no daily weight loss.
feedback messages or daily feedback e Feedback frequency significantly
messages (paper diary, no feedback; related to weight loss but after
digital diary, no feedback; digital diary, adjusting for self-monitoring
daily feedback) adherence this effect was no
¢ All participants received feedback about longer significant.
eating and physical activity on weekly
basis for first four months and bi-weekly
for the next two months
¢ Daily feedback message based on
individual’s recorded information (e.g.,
try a little harder to watch high calorie,
high fat foods; nice food choices, this
will serve you well)

Emotions | Collect Emmons & e Three studies examining the effect of e Daily gratitude thoughts led to
positive McCullough gratitude on psychological and physical increase in positive emotions, but
emotions (2003) well-being only weekly gratitude thoughts
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In first two studies, participants
randomly assigned to 1 of 3 conditions
(hassles, gratitude listing, and either
neutral life events or social comparison)
and kept weekly or daily records; In
third study, clinical sample was
randomly assigned to gratitude
condition or to a control condition

over longer periods of time led to
longer-term states of (physical)
well-being.

In the clinical sample (study 3),
daily gratitude notes also resulted
in a decrease in negative
emotions.

enhancing study-related positive
emotions and academic engagement for
college students

Two randomized controlled trials with
experimental (thoughts of gratitude or
acts of kindness) and control conditions
Gratitude condition: prompted to think
of people they are grateful for each day
in a different domain; Kindness
condition: given instructions each week
to focus on five acts of kindness per day
and report on them in the evening

Emotions Collect Gander et al Effect of nine strength-based positive Eight of nine interventions
positive (2013) interventions on well-being and increased happiness; depression
emotions depression decreased in all groups.

Online randomized placebo-controlled
study (9 intervention groups and one
placebo control group); degree of
happiness and depression measured at
five times (pre- and post-test, 1-, 3-, and
6 month follow-up)

Emotions | Collect Ouweneel et Effect of two positive psychological Gratitude intervention had
positive al (2014) interventions (focused on thoughts of significant positive effect on
emotions gratitude or acts of kindness) on positive emotions.

Kindness intervention had
positive influence on positive
emotions and academic
engagement.
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Monitored on a daily basis during the
one-week intervention, and additional
pre-, post-, and follow-up assessments

Emotions Cope with Kemeny et al Effect of an 8-week meditation/emotion The training group reported
negative (2012) regulation training intervention on reduced trait negative affect,
emotions negative emotions and prosocial rumination, depression, and

responses anxiety, and increased trait
Randomly assigned to training group or positive affect and mindfulness
wait-list control group; assessed compared to the control group.
changes in emotional behavior pre, post, Most effects maintained at

and 5 months after training completion follow-up.

Emotions | Cope with Robins et al Effects of mindfulness-based stress Compared with WL, intervention
negative (2012) reduction intervention on emotion completers reported significantly
emotions experience and expression greater increases in trait

Randomized to intervention or wait-list mindfulness and decreases in

control group absentmindedness, greater
increases in self-compassion, and
decreases in fear of emotions,
suppression of anger, aggressive
anger expression, worry, and
difficulties regulating emotions.

Emotions Cope with Yu-Hsin Liao Effects of experiential self-focus writing Negative affect resulting from an
negative et al (2012) on negative affect after an interpersonal interpersonal hurt significantly
emotions hurt decreased over time among

College students who had experienced
interpersonal hurt were randomly
assigned to experiential self-focus
condition (write about feelings and
experiences related to the hurt) or to
control writing condition (write about
neutral event)

participants in the experiential
self-focus writing group
compared with the control group.
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whether this effect persists over time
(24 hr)

Thoughts | Challenge Hofmann et al Effect of reappraisal, acceptance, and Overall, reappraisal was most
assumptions | (2009) suppression strategies on anxious effective strategy for regulating
arousal anxious arousal.
Randomly assigned to one of three Both reappraising and accepting
different emotion regulation strategies anxiety was more effective for
(Reappraisal, Suppression, or moderating the physiological
Acceptance) and asked to give an arousal than suppressing anxiety.
impromptu speech Reappraising was more effective
The Reappraisal group was instructed to for moderating the subjective
regulate their anxious arousal by feeling of anxiety than attempts
reappraising the situation; the to suppress or accept it.
Suppression group was asked to
suppress their anxious behaviors; and
the Acceptance group was instructed to
accept their anxiety
Thoughts Challenge Rodebaugh et Undergraduate students high in social Low purposeful engagers who
assumptions | al (2009) interaction anxiety divided into high did not receive cognitive
purposeful engagers (tend to restructuring prompts reported
purposefully engage with unpleasant worsened mood at the end of the
thoughts and be open to different study, whereas low purposeful
perspectives) and low purposeful engagers who received the
engagers (tend not to actively engage prompts and high purposeful
with unpleasant thoughts or consider engagers in both conditions did
alternative views) not report as much deterioration
Randomly assigned to 25-min in mood.
unstructured writing condition about
social situation or to 25-min structured
writing condition with cognitive
restructuring prompts
Thoughts Challenge Shurick et al Effect of cognitive restructuring (CR) Compared with control
assumptions | (2012) on conditioned fear responses and participants, CR participants

demonstrated a reduction in fear
and EDA across sessions.
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e Cognitive restructuring is
individually tailored to help
individuals better understand
their own experience of anxiety
and reinterpret stimuli in a less
negative way

Conditioned participants using images
of snakes or spiders that were
occasionally paired with a mild shock to
the wrist—obtained subjective fear
reports and electrodermal activity
(EDA)

Randomly assigned after conditioning to
either CR training group (aimed at
decreasing emotional response to the
shock and the conditioned stimuli) or
control group

All participants returned 24 hr later to
repeat the conditioning session

Thoughts

Write a new
story

Good et al
(2003)

Effect of an intervention to reduce the
effects of stereotype threat on
adolescents’ standardized test
performance

Students in the experimental conditions
were mentored by college students who
encouraged them either to view
intelligence as malleable or to attribute
academic difficulties to the novelty of
the educational setting; Control group:
mentored by college students and taught
about the dangers of drug use

Results showed that females in
both experimental conditions
earned significantly higher math
standardized test scores than
females in the control condition.
Students (male and female) in
experimental conditions earned
significantly higher reading
standardized test scores than
participants in control condition.
Encouraging students to make
nonpejorative attributions for
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Participants in study were from a rural
school district serving a largely low-
income Hispanic population (students
who face negative stereotypes about
their abilities)

their difficulties was associated
with an increase in achievement.

Thoughts

Write a new
story

Korte et al
(2012)

Effect of life review therapy for older
adults with moderate depressive
symptomatology

Randomly assigned to either life review
therapy or care as usual; Assessed
depressive symptoms and secondary
outcome measures at baseline, post-
intervention (3 months after baseline),
follow-up (3 months after end of
intervention) and intervention group
assessed again at 9 months post
intervention

The intervention has three core
elements. First, the integration of
difficult life events from the past;
second, the development of agentic life
stories, which helps the participants to
cope with present life events and to
formulate new goals; third, the retrieval
of specific positive memories, which
can serve as building blocks of the new
life stories

Life review therapy was effective
in reducing depressive symptoms
and these effects were maintained
at follow-up. It also had a
positive effect on well-being.

Thoughts

Write a new
story

Schroder et al
(2014)

Effect of mindset induction on cognitive
control brain activity

Randomly assigned to either growth-
mindset condition or fixed-mindset
condition and then completed reaction-
time task

Inducing a growth mindset
resulted in enhanced attention to
task-relevant stimuli, whereas
inducing a fixed mindset
enhanced attention to responses.
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e Growth-mindset: malleability of
intelligence

¢ Fixed-mindset: immutability of
intelligence

Despite enhanced attention to
responses in the fixed-mindset
group, this attention allocation
was unrelated to adaptive
performance adjustments. In
contrast, enhanced attention to
errors in the growth-mindset
group was related to adaptive
performance.

Attention allocation to errors was
directly associated with post-
error improvement in the growth
condition only.

Interactions

Connect

Bond et al
(2003)

The role of changes in Alcoholics
Anonymous (AA) involvement and
social networks in relation to abstinence
following substance abuse treatment
Individuals seeking treatment were
interviewed at intake and re-interviewed
1 and 3 years later to collect information
about alcohol consumption, dependence
symptoms, social support for reducing
drinking, number of heavy drinkers in
the social network and AA involvement

Significant predictors of 90-day
abstinence at both the 1- and 3-
year follow-up interviews
included AA involvement in the
last year, percentage of heavy or
problem drinkers in the social
network, percentage encouraging
alcohol reduction and AA-based
support for reducing drinking.
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AA involvement and the type of
support (alcohol-specific)
received from AA members were
consistent contributors to
abstinence 3 years following a
treatment episode. AA-based
contacts supporting reduced
drinking were more significant
contributors to long-term
abstinence than non-AA based
contacts supporting reduced
drinking.

Interactions

Connect

Bradley &
Gottman
(2012)

Effect of a skill-based couple and
relationship education program for low-
income, situationally violent couples
with children
Skills include: functional vs.
dysfunctional communication patterns,
strengthening communication skills,
conflict management, information and
skills related to intimate relations/sexual
intimacy
e Relationship skills were
measured at three time points
(baseline, post-intervention and
long-term post-intervention)
using the Reduced Sound
Relationship House
Questionnaire (Gottman, 1994,
1999) which is divided into four
domains related to relationship
skills (friendship,
sex/romance/passion, shared

Violence was reduced via an
increase in intervention-based
relationship skills.
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meaning, and conflict
management); Scores from the
four domains were summed to
create a “healthy relationship
skills” score for each time point
Couples randomly assigned to a
treatment or no-treatment control group;
self-reported attitudes reflecting healthy
relationship skills and intimate partner
violence at multiple time points

Interactions

Connect

Gable et al
(2006)

Examine experience of sharing
successes (talking about a recent
positive event in his or her life; e.g.,
receiving a good grade or being offered
a job) with romantic partner

Dating couples participated in
videotaped interactions in which they
took turns discussing recent positive and
negative events

Couples completed self-report measures
of relationship well-being; each partner
rated how understood, validated, and
cared for they felt in each discussion;
outside observers coded responders’
behavior (ratings of active-constructive
behavior)

e Active and constructive
responses communicate positive
information about the event
itself and convey positive
information about the personal
significance of the event for the
individual

Both self-report data and
observational codes showed that
2 months later, active and
constructive responses to positive
event discussions were more
closely related to relationship
well-being and break-up than
were responses to negative event
discussions.
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Interactions

Communicate

Bodie et al
(2015)

Effect of active listening on perceptions
of listener helpfulness, sensitivity, and
supportiveness and discloser emotional
improvement
Undergraduate students randomly
assigned to disclose a recent upsetting
problem to either a trained active
listener or an untrained listener
e Active listeners: trained to ask
open questions, paraphrase
content, reflect feelings, use
assumption checking and are
nonverbally immediate
e Nonverbally immediate
behaviors include head nods, eye
contact and forward body lean

Both verbal and nonverbal active
listening behaviors were rated as
signaling more emotional
awareness and promoting a
greater degree of emotional
improvement.

Interactions

Communicate

Lin et al
(2004)

Effect of an assertiveness training
program on nursing and medical
students’ assertiveness, self-esteem, and
interpersonal communication
satisfaction

Assertiveness training focused on
several skills: proper assertive behavior,
clarification and confirmation of the
individual’s fundamental rights,
confronting criticism, expressing
dissatisfaction, refusals, and requests,
and communication skills

Longitudinal research design with
participants with low assertiveness;
assigned to experimental group or
comparison group

The assertiveness and self-esteem
of the experimental group were
significantly improved in nursing
and medical students after
assertiveness training.
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vs. non-dieters

Study 1 (quasi-experimental design)
evaluated snack-food consumption on a
holiday vs. a non-holiday

In Study 2 (true experimental design),
participants read primes associated with

Interactions | Communicate | Weger et al Effect of active listening in initial Participants felt more understood
(2014) interactions on feeling understood when they received an active
Participants engaged in interactions with listening response.
confederates trained to respond with
active listening messages, advice, or
simple acknowledgements
Context Read the cues | Carpenter et al Effects of both level of smoking Daily smokers exhibited higher
(2014) involvement (daily vs. occasional levels of non cue-elicited craving
smoking) and gender on reactivity to than did occasional smokers.
both smoking and alcohol cues Both daily and occasional
Cue-reactivity paradigm is well suited smokers showed significant
to examine one marker of dependence: increases in craving in response
craving related stimulus control (i.e., the to cues (i.e., cue-elicited craving),
ability of environmental cues to elicit with little evidence that cue-
craving to smoke) elicited craving differed between
Smokers (daily and occasional) were groups.
exposed to each of three Females were more cue reactive
counterbalanced cues: to both the alcohol and smoking
e In vivo smoking (sight, smell, cues than males.
lighting of cigarette)
e Alcohol (opening, pouring, and
smell of preferred beverage)
e Neutral cue
Context Read the cues | Martins & Two studies examined the presence vs. In study 1, dieters consumed
Vallen absence of holiday food cues on more of a food item on an
(2014) consumption of snack food for dieters ordinary day relative to a holiday;

the consumption patterns of non-
dieters did not vary based on
holiday cues.

Study 2 demonstrated that
dieters, but not
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holiday eating, holiday history, or a
neutral topic. The bolstering of self-
regulatory resources when facing
holiday related cues was explored

non-dieters, bolster self-
regulatory resources to a greater
extent in the presence vs. absence
of a holiday food cue.

Context

Read the cues

Prinsen et al
(2013)

Examines the role of environmental
cues in steering people’s dietary
decisions in response to food
temptations

Conformity to environmental cues about
food intake was assessed in a local
bakery (study 1) and a lab setting (study
2); participants were unobtrusively
presented with a bowl of

individually wrapped chocolates. The
presence of empty wrappers was
manipulated, to indicate whether others
who had been in the same situation had
or had not eaten the chocolates

Study 3 assessed conformity to
environmental cues about food choice;
participants were required to choose
between a healthy and

an unhealthy snack (food wrappers
indicated whether previous participants
had chosen the healthy or the unhealthy
snack)

Participants were more likely to
take chocolates in the presence of
an environmental cue that others
did too.

Participants were more likely to
choose a snack that was
consistent with the choice of
others.

Context

Read the cues

Wansink &
Payne (2007)

Effect of environmental cues on food
intake

Examine if people would eat less if they
knew how much they had already eaten
Tables randomly assigned to be bussed
(leftover wings removed) or unbussed
(wings left on table)

People at the unbussed tables ate
significantly less than people at
the bussed tables.
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Context

Change the
cues

Janse Van
Rensburg et
al (2013)

Effect of light and vigorous intensity
aerobic exercise on cigarette cravings,
subjective and physiological reactivity
to smoking cues, and affect after
overnight nicotine deprivation
Smokers (deprived of nicotine
overnight) randomized to one of three
exercise conditions (light intensity,
vigorous intensity, or a passive control
condition)

After each exercise condition,
participants engaged in a standardized
cue reactivity assessment
Self-reported urges to smoke, affect, and
salivary cortisol were assessed at
baseline (i.e., before each condition),
immediately after each condition, and
after the cue reactivity assessment

Light and vigorous exercise
significantly decreased urges to
smoke and increased positive
affect, relative to the passive
control condition.

Context

Change the
cues

Lai & Good
(2005)

Effect of soft music on sleep quality for
older adults

A randomized controlled trial (control
group and music group) was used with a

two-group repeated measures design

Participants listened to their choice
among six 45-minute sedative music
tapes at bedtime for three weeks

Music resulted in significantly
better sleep quality in the
experimental group.

Context

Change the
cues

Papies &
Hamstra
(2010)

Effect of attractive food cues on eating
behavior for dieters and non-dieters
Effect of activating the dieting goal
before participants entered the tempting
eating situation on self-regulation

Dieters ate more than non-dieters
in the no priming condition.
However, dieters reduced their
eating behavior when primed
with dieting goal, whereas this
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Assessed the number of snacks
consumed (after primed with dieting
goal or not) in a local store where the
smell of grilled chicken was present

manipulation did not affect
consumption for non-dieters.

Context Change the Wansink & Effect of environmental cues (lighting People in the room with softened
cues Van Ittersum and music) in fast food restaurant on lighting and music ate less and

(2012) food consumption and satisfaction rated the food as more enjoyable.
Customers were randomly seated in
main part of restaurant or in the
converted room (softened lighting and
music)

Awareness | Know Arch & Effect of focused breathing on emotion The focused breathing group
yourself Craske regulation maintained consistent,

(2006) College students randomly assigned to moderately positive responses to
one of three groups (focused breathing, the neutral slides before and after
worry, or unfocused attention) with an the induction, whereas the
induction lasting 15 minutes in all unfocused attention and worry
groups groups responded significantly
Assessed emotional response to more negatively to the neutral
affectively valenced picture slides slides after the induction than

before it.
The focused breathing group also
reported lower negative affect
and overall emotional volatility in
response to the post-induction
slides than the worry group, and
greater willingness to view highly
negative slides than the
unfocused attention group.

Awareness | Know Bowen et al Long-term efficacy of Mindfulness- Compared with TAU,

yourself (2014) Based Relapse Prevention (MBRP) in participants assigned to MBRP

reducing relapse compared with

and RP reported significantly
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standard relapse prevention (RP) and
treatment as usual (TAU)

Individuals who had successfully
completed initial treatment for
substance use disorder were randomized
to MBRP, RP or TAU aftercare (8
weekly sessions) and monitored for 12
months

lower risk of relapse to substance
use and heavy drinking and,
among those who used
substances, significantly fewer
days of substance use and heavy
drinking at the 6-month follow-
up.

At the 12-month follow-up,
MBRP participants reported
significantly fewer days of
substance use and significantly
decreased heavy drinking
compared with RP and TAU.

health-related quality of life (HRQoL),

Awareness | Know Warren Brown | ¢  Examines the role of mindfulness in MAAS measures a unique quality
yourself & Ryan psychological well-being of consciousness that is related to
(2003) e Correlational, quasi- a variety of well-being
experimental, and laboratory constructs, that differentiates
studies examine the Mindful mindfulness practitioners from
Attention Awareness Scale others, and that is associated with
(MAAS) enhanced self- awareness.

e Experience-sampling study An experience-sampling study
examines relationship of showed that both dispositional
mindfulness with self-regulated and state mindfulness predicted
behavior and positive emotional self-regulated behavior and
states positive emotional states.

e Clinical intervention study with A clinical intervention study with
cancer patients examines cancer patients demonstrated that
relationship between increases in mindfulness over
mindfulness and mood time related to declines in mood
disturbance and stress over time disturbance and stress.

Awareness | Know the Husson et al e Systematic review on relationship All five prospective observational
issue (2011) between information provision and studies found a positive relation

between appropriate information
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anxiety and depression among cancer
survivors

provision (satisfaction with the
received information, fulfilled
informational needs, high quality
and clear information) and mental
and global HRQoL and a
negative relation between
appropriate information provision
and depression and anxiety.

The results of all 12 cross-
sectional observational studies
are in accordance with the
findings of the prospective
studies; however, they also found
a positive association between
appropriate information provision
and physical HRQoL.

Awareness | Know the Manios et al Effect of a nutrition education program Intervention group reported
issue (2007) on post-menopausal women decreasing total fat intake and
Randomized to intervention group or to increasing calcium and vitamin D
control group intakes to a higher extent
Intervention group attended 7 nutrition compared with the changes
education sessions over 5 months; reported by the control group.
Sessions aimed to increase nutritional
knowledge self-efficacy to adopt and
maintain healthy dietary choices;
Control group received no intervention
Awareness | Know the Morokuma et Effect of psychoeducation on preventing Time to relapse was significantly
issue al (2013) relapse for adults with remitted major longer in the psychoeducation

depression

Randomized to either group
psychoeducation plus treatment as usual
(TAU) or TAU alone (control group)

group than in the control group.
At 9 months, there was a
significantly greater decrease in
depressive symptoms in the
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e Group psychoeducation (six
sessions) consisted of didactic
lecture (topics included:
recognition of depression and its
consequences, causes and risk
factors, signs and symptoms,
drug treatment, side effects of
antidepressants, and
course/outcome) and group
problem-solving (e.g., how to
inform boss of absence, how to
respond to family critical
attitudes)

e TAU consisted of outpatient
treatment from psychiatrist
(clinical management-assess
symptoms and prescribe
medication) once every 2 weeks

psychoeducation group than in
the control group.

Study demonstrated the
effectiveness of psychoeducation
on the course and outcome of
major depressive disorders.

Next Steps

Make a plan

Darker et al
(2010)

Effect of an intervention using theory of
planned behavior (TPB) to promote
walking

Randomized controlled trial
(intervention or waiting list); Both
intervention and waiting list filler task
were completed in one session in the
laboratory (post-assessment occurred
one week later and a follow-up
assessment one month later)

The intervention consisted of strategies
to boost perceived behavioral control
(PBC), plus volitional strategies to enact
walking intentions; Participants were
required to develop up to three action

The intervention increased PBC,
attitudes, intentions, and
objectively measured walking
from 20 to 32 min a day.

At 6 weeks follow-up,
participants maintained their
increases in walking.
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plans to incorporate additional walking
into the next week

All TPB constructs were measured,
along with self-reported measures of
action planning and walking, and an
objective pedometer measure of time
spent walking

al (2011)

which planning interventions unfold
their effects
Employees were randomized to either a
combined action planning and coping
planning intervention or an active
control group
e Action plan: implementation
intentions (precise description of
critical situation in which to
perform a behavior)

Next Steps | Make a plan | Lange et al Effect of brief online intervention on Intervention group participants
(2013) fruit consumption consumed more fruit than
Randomized to 1-hour online participants in the control
intervention or control group condition.

e Intervention was mainly based Significant effect also emerged
on two components: dietary for dietary planning and action
planning skills and dietary action control for the intervention
control group.

e Control group received a
knowledge-based quiz on
nutrition (online 1-hour)

Assessed fruit intake, planning to
consume, and dietary action control
Next Steps | Make a plan | Wiedemann et Better understand the processes by Action planning and coping

planning mediated intervention
effects on fruit and vegetable
intake not only separately, but
also simultaneously (multiple
mediation).

Action planning and coping
planning had main and interactive
effects on health behavior change
(moderation).
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e (Coping plan: link anticipated
risk situations that may
jeopardize behavior with coping
strategies for the inhibition of
undesired responses or
prioritization of desired ones

e Control group received general
health information and feedback
on body mass index

Self-reported changes in fruit and
vegetable intake, action planning,
coping planning, intentions and self-
efficacy were measured after four weeks

In four studies, participants interacted
with realistic computer renderings of
their future selves using immersive
virtual reality hardware

Next Steps | Make it stick | Evers et al Effect of coping plans on adherence to Intentions weakly predicted
(2012) physical and mental activity adherence in the first six weeks
interventions of the physical activity program.
Randomized controlled trial Pre-action self-efficacy predicted
(randomized to a physical or a mental adherence in the first six weeks
activity 6-month intervention) with of the mental activity program.
healthy older women In both groups, coping plans
Intentions, self-efficacy, coping plans, predicted mid-period adherence
and objectively measured adherence (10 weeks) and long-term
levels were assessed adherence (20 weeks). This effect
Adherence defined as time spent on was larger for participants with
course participation lower levels of prior adherence.
Next Steps | Make it stick | Hershfield et Effect of interacting with renderings of In all cases, those who interacted
al (2011) future self on saving behavior with their virtual future selves

exhibited an increased tendency
to accept later monetary rewards
over immediate ones.
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Study 1: used immersive virtual
reality to put participants inside
a visual representation of their
body and face as they
approximately will look in the
future (one group saw current
self and another group saw
future self)

Study 2 extends the results of
Study 1 by including more
implicit dependent variables and
rules out demand effects

Study 3a tests whether these
interventions can work in field
conditions— namely, delivery
over the Internet—without
special virtual reality hardware
and with only a few user
photographs as input

Finally, Study 3b assesses the
generalizability of the results
using a community sample and
also examines the extent to
which the manipulations
enhance future self-continuity

Assess money allocation behavior

Next Steps

Make it stick

Kiernan et al
(2013)

Effect of learning a novel set of

“stability skills” before losing weight on

long-term weight management

Stability skills were designed to
optimize individuals’ current
satisfaction with lifestyle and

Maintenance First participants
lost the same percentage of initial
weight during the 6-month
intervention period as Weight
Loss First participants.
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self-regulatory habits while
requiring the minimum effort
and attention necessary

Overweight women randomly assigned
to one of two 6-month interventions and
assessed at baseline and at 6, 12, and 18

months
[ ]

Maintenance First intervention
group participated first in an 8-
week stability skills maintenance
module and then in a standard
20-week behavioral weight-loss
program

The other intervention group
(Weight Loss First) participated
first in a standard 20-week
behavioral weight-loss program
and then in a standard 8-week
problem-solving skills
maintenance module

Maintenance First participants
regained significantly less weight
during the 12-month follow-up
period than Weight Loss First
participants.

Next Steps

Make it stick

Wing &
Jeffery
(1999)

Effect of recruiting participants with

friends
weight

and increasing social support on
loss and maintenance

Randomly assigned to standard
behavioral treatment (SBT) for weight

loss or
strategi
[ J

SBT with social support

es

Group 1: recruited alone and
SBT

Group 2: recruited alone and
SBT plus social support

Participants recruited with friends
had greater weight losses at the
end of the 4-month treatment and
at Month 10 follow-up.

In those recruited alone and given
SBT, 76% completed treatment
and 24% maintained their weight
loss in full from Months 4 to 10.
Among those recruited with
friends and given SBT plus social
support, 95% completed
treatment and 66% maintained
their weight loss in full.
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Group 3: recruited with friends
and SBT (all aspects of the
program were identical to Group
1)

Group 4: recruited with friends
and SBT plus social support (in
this treatment condition, 4
people who signed up together
became a natural team; received
lesson materials identical to the
other groups and same social
support manipulations as Group
2)
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