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Compared to the general population, individuals with severe mental (SMI) experience 

co-morbidi ties and early mortal ity. lifestyle patterns and lack of integration 

of physical and mental health care are complicating TONtAN' Research has demonstrated that 

self-management programs have the potential to increase physical activity of individuals 

with SM} reduce incidence co-morbidities. purpose of this quality improvement 

project was to assess a chronic disease self-management program (CDSMP) to 

activity of adults with SMI. A convenience sample twelve consumers a psychiatric 

rehabilitation program (PRP) in a rural area on Maryland's Eastern Shore was Physical 

activity was measured by the total number daily steps tracked with a pedometer. Results of 

that was no statistically In across the 

weeks of the program, l 12) = 3.685,p = .596). However, confirmed that 

individuals with SMI are of on a daily basis. Of 

twelve participants, more than 50% tracked steps at of the program, four 

completed the participants tracked steps for six weeks of the program, and all 

Inspection of median of steps of the ..... ",u" ...'y an upward trend from 

week one to week of the ...,..",rt,.., a finding that is clinically individuals with 

SMI who are typically sedentary. An interprofessional approach supported project and 

enabled linkages of key community stakeholders. 

Keywords: severe mental illness; chronic II-rnarlag,emem programs; physical 
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ofa Self-management Program to Increase Physical Activity 

Adults with ,p\,rprp Mental Illness 

Overview 

The average life span of individuals with severe mental illness (SMI) is nearly twenty-

shorter than the general population (Knapik Graor,201 p.283). mental 

illness (SMI) includes schizophrenia, bipolar disorder and major depression and affects an 

estimated million adults, 4.1 % of individuals, eighteen years or older in the United States 

(National Institute of Mental Health (NIMH), n.d.a.). metabolic syndrome, and diabetes 

mellitus are potential complications of psychotropic medications in patients with SMI (Scott & 

Happell, 2011). In addition to the personal cost of co-morbidities for patients and their families 

with SMI, the cost to society is substantial. According to NIMH, health care costs in the United 

have climbed steadily, at billion dollars in 2006 (National of 

Mental Health, n.d.b.). 

Sedentary lifestyle and a lack integration physical and mental health care 

complicate health patients with SMl (Van et at, 2013). inactivity is 

typical of patients with SMI and contributes to medical co morbidities (Kilbourne, Brar, Drayer, 

Xu, & 2007). to Daumit et aL (2005), with SMI are active 

population (p. 643). One strategy to reverse this trend is self-management programs 

have potential to physical activity and decrease incidence co-morbidities. 

Patients engage self-management are self-directed and knowledgeable about their 

participate in a collaborative relationship with health care and are seen as the 

experts of their own care & Holman, 2003). 
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example ofa malna:gernel1t program is the Disease Self-management 

Program (CDSMP). CDSMP is an evidence-based program that enables an individual to 

an active partner with a care provider set goals a personal ".,."",·cn<>1' 

(Bodenheimer, Holman, & Grumbach, 2002). The CDSMP successfully 

implemented for patients with chronic physical and health conditions and consists of a 

SIX hours. Topics include 

medications, nutrition, sleep management and communication skills Ritter, & 

Werner, 201 Upon completion the program, an increase in physical activity for patients 

with SMI is an anticipated outcome. 

purpose this scholarly project was to evaluate effectiveness of CDSMP to 

among participants with SML Daily with a pedometer 

during a period measured physical activity. The pedometers were assessed for total 

during week ofthe ",..An..", In addition, project aligned with the Physical Activity 

Guidelines for Americans Department Health Human 2008). 

Theoretical Framework 

The Integrated of Health a theory, was to 

guide nursing In context self-management of patients with SMI (Ryan, 2009). A 

central proposition the Integrated Theory of Health Behavior Change is health behavior 

is enhanced by: 1) knowledge and 2) self-regulation skills and and 3) 

social facilitation (Ryan, 2009, p. 164). The theory proposes that participation self

lanag(;!mem behaviors is to overall health Additionally, the importance of 

knowledge and beliefs is emphasized. Knowledge and beliefs to information to the 

health condition coupled the patient's personal perception (Ryan, 2009) are integral to 
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self-management. Enhanced knowledge promotes and ability to recommend 

as an of the treatment team (Loring, Pifer, Werner, 201 

97). behavioral changes are prerequisites to the attainment optimal health status. 

Expected outcomes a reversal of the major health of severe illness 

complicated by chronic medical illness. Theory Integrated Behavior (Ryan, 2009) 

was a framework to guide CDSMP to improve 

behaviors of patients with SM!. visual depiction of The Integrated 

of Behavior Change (Ryan, 2009) applied to improvement health status of patients 

with SMI is attached 1). 

Literature Review 

The review the literature focused on and physical 

of individuals with SM!. Selected articles CDSMP persons 

with SMt Two studies were selected described success programs to 

enhance knowledge improve self-regulation skills, consistent The ntpo,.""tp/1 Theory 

Behavior Change (Ryan, 2009). Three papers described physical activity patterns among 

with including use of pedometers to steps distance. 

Ritter, and Werner (2014) reported a descriptive of the CDSMP r""Nhr 

by peer leaders at ten community in Michigan. Participants (N 39) were on 

sixteen health-related variables at the of self-management program and six months 

completion. Health-related variables included somatic and mental health indicators; 

physician and room visits; physical activity level; participation in treatment. 

Forty-five percent participants were diagnosed with bipolar disorder and frequently a 

secondary use disorder. t tests, the authors found 62% of the 
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health variables to and health were significantly improved at six months 

the participant's (p < .05). Although a of 

study was a real-world ~~.""J"" one was the lack a randomized control design. 

Results the study demonstrated the potential of community-based, peer-led for adults 

with SMI to enhance self-management behaviors. 

Similarly, Druss et (2010) reported a randomized pilot study ofThe 

Health Recovery Program (HARP), a program based on a peer-led CDSMP for 

with SM!. adaptations of CDSMP were to special needs persons 

with mental illness. example, typical socioeconomic factors of with mental 

were considered in the sections on nutrition and P"\lP'r('l'~p such as healthy eating on a limited 

and at Druss et al. (2010) reported rla ..T,,,, were diagnosed 

with "bipolar disorder (32.5%), schizophrenia (28.8%), depression (26.3%) and PTSD 

01.3%)" (p. 266). (N 80) were to an group or a non

intervention group and interviewed at the beginning of the program and six months later. Results 

indicated that participants in intervention group improved in self-management skills 

0.01). Moreover, physical activity of the intervention by minutes per 

week. Although randomization was a strength follow-up period and 

outcome measures on self-report were limitations et aL, 2010). Results of the 

program underscored the potential of self-management programs patients with SMI to 

improve physical activity levels in accordance with the model described by Ryan (2009). 

selected articles described physical activity of adults with SMI. and 

(2013) reported a nonexperimental descriptive study of physical activity among adults with 

or related a convenience of patients lOa 
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community mental health baseline physical activity was measured by tracking steps a 

for one Results of the study confirmed that adults with SMI walked 

approximately 50% fewer the population. Although a the study 

was the use of pedometers to quantify activity of adults SMI instead of 

questionnaires that rely on retrospective reports, sample size was small and representative of 

one mental health clinic, limiting generalizability. 

Richardson, Aripas, Neal, and Marcus (2005) reported descriptive study of 

physical activity patients with SMI that employed a pedometer to track steps. The pretest, 

posttest design and a convenience sample (N=39) were used to evaluate effectiveness of an 

educational "''''''.0'''' in community mental health settings. The program 

targeted lifestyle changes including exercise and diet Each participant was given a pedometer to 

track steps on a daily basis. Average of participants were calculated at one week after the 

first session, and at 6 18-week intervals. Results indicated no significant change during the 

period. However, a limitation of study was baseline step data was obtained by a 

of pedometer. Other were the small sample high 

number of participants who did not complete the educational program. Strengths of study 

were the low-cost of intervention and the finding that patients with SM! are capable of 

tracking counted by a pedometer. 

Daumit et (2005) also reported a descriptive study of physical activity among adults 

with SMI compared to the general population. Data from interviews of patients with SMI 

85) was to data from randomized of a longitudinal national health 

survey the population. During a one-month timeframe, of participants with SMI 

,."r'A .. 't."rt inactivity compared to 17.5% of the general population. authors found that walking 
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was the most type physical activity reported by both the participants SMI and 

the general population. A strength of the study is the of comparison group, 

however, participants with SM! were not randomized and were selected a convenience 

sample. of the comparison group also facilitated additional findings such as the 

of a social support system to promote physical activity, a finding that is consistent 

with theoretical framework of this scholarly project. 

Synthesis of Evidence 

A review the literature supported CDSMP as an example an evidence-based 

Outcomes the CDSMP demonstrated improved self-management behaviors 

participants with SMI in the studies by Druss et a1. (2010) and Lorig et al. (2014). Both studies 

were implemented in community v,",'uu,,-,-, of established mental health programs. 

In studies, daily counts physical activity 

individuals with SM!. and Harris (2013), Richardson et al. (2005), and Daumit et 

(2005) clearly described physical inactivity of with SM!. Two studies, and 

Harris (2013) and Richardson et al. (2005), utilized a pedometer to calculate daily steps, an 

objective measure that is a departure from questionnaires or interviews to estimate physical 

activity level. Although weaknesses ofthe included remlem;e sampling and smail 

sample findings support feasibility using a pedometer as an objective measurement 

of physical activity of adults with SM!. A summary the is attached (Table 1). 

Methodology 

The CDSMP has been evaluated in studies individuals with chronic somatic illness 

as arthritis and et aI., 2007; Lorig and Holman, 2003), as well as chronic 

mental illness (Lorig et 2014). Interviews, surveys, questionnaires used to 
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detennine changes in self-management variables and behaviors, including physical activity 

(Druss et aI., 2010; Loring et aI., 2014). An additional method to evaluate the effectiveness of 

the CDSMP is measurement of participants' physical activity. Pedometers are a low-cost source 

of objective data. They are a reliable and easy-to-use method to track an individual's total 

number of daily steps (Beebe & Harris, 2012). Among patients with SMI, increased physical 

activity is a low risk intervention and has the potential to improve long-term health status 

through improvement of metabolic risk factors, including obesity, hyperlipidemia and 

hyperglycemia (Daumit, et aI., 2005). 

Institutional Review Board Review 

A summary of the project was submitted to the University of Maryland Baltimore's 

Human Research Protections Program (HRPO) for review. The HRPO detennined that the 

project was not human subjects research and did not meet criteria for IRB review (IRB letter of 

acknowledgment is attached, Appendix A). 

Project Design 

This project was a quality improvement project that utilized The Integrated Theory of 

Health Behavior Change as a basis for developing an approach to detennine the effectiveness of 

the CDSMP for a group of individuals with SMI. The title of the CDSMP was The Living Well 

Program, an evidence-based self-management program supported by the Maryland Department 

of Aging (Maryland Department of Health and Mental Hygiene, 2014). The aim of the project 

was to detennine if the intervention increased level of physical activity as measured by the 

weekly number of steps tracked by each participant's pedometer. 
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Sample 

convenience sample of twelve psychiatric rehabilitation consumers who 

routinely attended a rural PRP was used. According to IRB restrictions, demographic data of the 

population was not collected. However, in general PRP population in this local program 

consists ambulatory adults with oUllgnose:o severe Approximately 50% of 

are white 50% are African American. They were between ages of thirty and 

The percentage of and females were approximately equal (50% each). 

Setting 

The of this quality improvement nunp,". was a rural PRP located in a small town on 

Maryland's Eastern Shore. study site is a small building located within walking distance of 

downtown. The building allows for meetings, office a 

small kitchen and a designated area for meals. Psychiatric Rehabilitation Programs are designed 

to consumers with SMI to live independently within a community Psychosocial 

and stress reduction are components of the (National Alliance on 

Mentally m, n.d.). Consumers at site this project are also enrolled the Health Home 

program, a care management program designed to integrate physical and mental health care 

within a holistic n""-"Tllf-'" (Medicaid.gov, n.d.). A PRP as well as the Home 

is to build consumer to optimal health outcomes of 

recovery and Transportation to site is provided areas 

(Crossroads Community, n.d.). 

Procedures 

months to implementation of project, the DNP student contacted 

a local Well program coordinator to discuss feasibility ofoffering the to 

http:Medicaid.gov


11 INCREASING ACTIVITY IN ADULTS WITH MENTAL ILLNESS 

individuals SMI at a rural PRP. After confirmation that resources were available, approval 

of the program by Director Program Coordinator of the program was 

obtained. A meeting key stakeholders in project was scheduled, including PRP site 

coordinator, Health nurse, Living Well Program Coordinator the student. 

An overview of program was presented by the Living Well Program Coordinator, including 

the evidence-based curriculum; process of obtaining participant's consent; and the training 

facilitators. Stakeholders were informed that Living Well program was supported by 

Maryland's Department of Health and Mental Hygiene, was grant-funded and of no cost to 

and Mental Hygiene, 2014). on the alignment of 

PRP and Health was scheduled on 

5. related to the were addressed and a 

was ~~,..",..~".~ that allowed rna 

After approval of the CDSMP by stakeholders, the DNP student introduced 

scholarly project as a quality improvement project to assess of The 

Program to increase physical activity level partici pants. use of 

track steps of participants during the program was described. DNP student clarified that 

would not attend any or be part of The Well nrr'OT<lfYI in accordance with 

The PRP Coordinator agreed to distribute nprlrwr,pfp and pocket-sized 

as well as instruct on pedometer use and how to rpl'",rr1 daily totals. 

Flyers announcing the The Well Program were at PRP site. 

Prior to implementation scholarly project, DNP ordered twenty 

Lifesource pe(lonneters 1-25, at a cost of $5 pedometer was selected because 
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accuracy, affordability, and a seven-day function (Park, Ku, & Tanaka, 201 

Pocket-sized calendars were also purchased for at the cost $1 

Specific instructions a step for PRP staff to record participants' steps were placed in a 

binder titled "Pedometer Project". DNP student met the PRP Coordinator and a 

one prior to start Living Well Program to scholarly project 

and deliver binder. functions of pedometer were also reviewed. A copy of 

instructions sample fonns are included as 

Intervention 

Twelve of the program enrolled in The Well Program. 

Two trained leaders The Well program followed the standard DfC)Ce,Ol 

the program. Weekly sessions ofThe Living Program were conducted, two one-half 

each, a total consecutive January 201 Participants were 

taught self-management concepts that included physical activity, sleep, problem-

solving and communication skills (Lorig et 2012). Healthy snacks were provided to model 

healthy An overview of Living Well Program is attached as Appendix 

staff distributed the pedometers and calendars to participants following the first 

session the nr£\O'r<> The participants were instructed by staff on use of the pedometer 

calendar. 

Data Collection 

PRP staff recorded the total number of steps of participant in the step 

memory function of pedometers was utilized if participant's calendar was not 

available. Step were maintained in a binder. At completion of the weeks, 
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DNP student retrieved the binder. Any identifying information was removed by the staff 

prior to transfer of the binder to the DNP student. 

Data Analysis and 

As a short-term quality improvement project, the primary intent of data analysis was an 

assessment of the CDSMP to physical activity of adults with SMI. Data from 

participants' logs was entered Microsoft into SPSS version 22 

statistical analysis. sample consisted of 12 participants who completed six-week 

program. mean number of for the from week one (M 13,91 SD 

17,717) to week (M=20,113, 26,116). mean number of steps weekfive(M= 

13,820, SD = 23,411) and (M = 1 21, = 26,553) a downward dip with a 

slight in the final Inspection of the median showed an upward trend from 

week one (Md= 7,651) to week four (Md= 12,260), and a decline in the last two of the 

program. Appendix F steps participant across the six-week program, and Appendix 

illustrates total steps the across the six-week 

A Friedman test was used to determine if was a difference the number of steps 

across the weeks of program (Pallant, 2010). There was no statistically significant 

difference in across the weeks of CDSMP, X2 (5, n 12) 3.685,p> 0.05). Upon 

of data, it was noted that many of the participants had significant missing 

data. Thus, those participants with 50% or more missing data were excluded from the analysis. 

The Friedman was there was a difference in number of across 

the of the program this subset of participants. There was no statistically 

difference in X2 (5, n 4) = 10.571, p > 0.05) among this group. 
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From inspection of the median values, there was an from Monday until Thursday, 

and a decline remainder the Median values ofThursday (Md were 

numerically all other days, and median (Md 4086) were 

lower than all other days. Number of across the days of the during the 

program was also analyzed. Using Friedman the result indicated that there was no 

statistically significant difference in steps across the days of the week, (6, n = 1 10.622, 

p> 0.05). Appendix for a total per day_ 

Discussion 

This scholarly project confirmed previous that individuals with SMI are capable 

using a pedometer and tracking steps on a daily basis (Richardson et aI., 2005). Of twelve 

participants, more than 50% tracked steps for at least three the program. Four 

participants (33%) tracked steps for all weeks of the program. Step logs were maintained for 

all participants during total period. twelve participants attended 

the program. 

While there was no statistical significance, findings from this project that the 

CDSMP may physical activity of individuals with SMI. Use of calendars and 

pedometers by participants demonstrated a positive In and self-

management skills some participants. As supported by the evidence, increased physical 

activity has mental and physical health benefits that may provide an impetus to continue (Beebe 

& Harris, Bravata et aI., 2007). The trend increased during the four 

the program implied that participants were motivated to make changes in daily a 

population is typically and even a slight of daily activity is 

evidence of clinical significance (McDevitt, Snyder, Miller & Wilbur, 2006). In addition, it is 
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likely that participants were exposed to the added benefit of positive role modeling of the four 

participants who tracked steps all weeks of the program. 

PRP staff supported participants in their effort to increase physical activity. For example, 

the PRP site coordinator integrated the CDSMP into weekly activities and recorded steps from 

calendars or pedometers on the step logs. Daily encounters with participants assured 

documentation and provided time for reminders and encouragement. As an advocate for 

individuals with SMI and knowledgeable of mental illness, the PRP site coordinator was in an 

ideal position to assume the role of change champion. According to MacIntosh-Murran and 

Choo (2005), a champion "extends herself to influence and sustain the changes" (p. 1336). The 

presence of a change champion in a PRP leadership role may promote sustainability of effects of 

the CDSMP. 

Other champions of change were the stakeholders who collaborated to implement the 

CDSMP. An interprofessional approach supported the implementation of this project. This 

project enabled linkages of the PRP, the Health Home Program and The Living Well Program to 

collaboratively plan and implement a community-based program. Increased physical activity of 

participants was a shared goal of each program. 

For this project, the Theory oflntegrated Health Behavior Change (Ryan, 2009) was an 

ideal framework. The utilization of theory guided the implementation of this scholarly project in 

an area of inquiry that presented multiple challenges and sparse research. According to Lorig et 

al. (2014), evaluation of the CDSMP in a mental health setting was limited to one previous 

study. Originally designed for individuals with chronic physical illness, implementation ofthe 

CDSMP in a mental health setting was innovative. Long et al. (2014) reported that the CDSMP 

had "not been evaluated specifically with SMI populations" in the United States (p. 97). Through 
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collaboration with key stakeholders, project was tailored to individual who both 

mental physical health were encouraged to apply self-management 

skills and knowledge settings: during CDSIv1P program; daily of 

PRP nrc'.CTr<'n-o' and during encounters with hA,.H,htc of a 

approach, as well as the constant reminder a pedometer, may have positively influenced 

participation as well as the level of physical activity of participants, 

Limitations 

This scholarly project used a convenience sample of twelve participants at one In 

a single area. Limitations were a small data analysis based on 

one six-week period, To assure adherence to restrictions, it was necessary to rely on PRP 

staff to distribute pedometers, provide instruction and record data. Although cost-effective, 

pedometers limited information COlTInare:Q to newer physical activity trackers can 

wirelessly to a password-protected website and provide analysis (Noah, Spierer, Gu, & 

Bronner, Pedometers are small and may easily lost or misplaced. Accuracy of the data 

aerleneJea upon the wearer as as staff who daily counts to the step 

In addition, the novelty of the device have affected results contributed to the decline in 

after the fourth week the program when novelty diminished. Winter weather 

presented a barrier to outdoor activity and participants had no conditions in January and 

access to indoor physical activity equipment. In consideration of the vulnerability the 

stress should also considered as potentially participants 

participation and results. 
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Plans for Translation 

Guided by DNP practice established by the 

Association Colleges of Nursing (Chism, 2013), DNP as leader and clinical expert is well 

positioned to evaluate outcomes this project. In the clinical of psychiatric nurse 

practitioner clinical the DNP first-hand knowledge the of mental 

and the barriers individuals with SMI encounter within the As an 

individuals with SMI, the DNP is aware of the for 

collaboration has promoted partnerships with stakeholders within the mental health 

community. DNP as educator is to disseminate findings of project and 

lessons potentially policy. Utilizing DNP 

in the community of mental health providers is competent in building a system that will 

promote activity individuals with SMI to improve health status. scholarly 

is a first that direction. 

Implications for Clinical Practice 

scholarly project taught valuable that will helpful future quality 

improvement projects individuals with SMI. example, approval the 

Director of the to planning was and paved way for establishing linkages 

with key The timing project coincided with efforts of Living Well 

to the program on the Shore of Maryland. The interprofessional 

collaboration local PRP, and the Living Well established a new 

partnership of mental health providers. addition, PRP enthusiastically 

opportunity to host the CDSMP as well as step data of participants. Assuming a major role 

in the scholarly project promoted internal ownership project PRP staff. Replication 
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the project at other local PRP is likely key linkages are now and there is 

no cost to findings only a slight upward of physical 

activity, any physical activity is a the typical inactivity of individuals with 

SML project had potential to improve health alter lifesty Ie n<:>f'tp.M"l" 

Recommendations for next include continued identification of barriers to physical 

activity of individuals with SMI who participate in the PRP Mentorship by the DNP 

will offered to stakeholders. Brainstorming of strategies to reduce barriers to physical 

activity will recommended, including on-site equipment, collaboration with local 

YMCA, scheduling a routine class. Finally, a walking """"",0,.,,, integrates 

pedometer use and a weekend option may be feasible. 

Conclusions 

scholarly IS an of translation evidence into for individuals 

with SMI who are at high of co-morbidities and early mortality. Utilizing Theory of 

Integrated Health Behavior 2009), of mental and physical health care 

of individuals with SMI was operationalized. Through a collaborative effort of 

stakeholders, the CDSMP was implemented at a rural PRP site a convenience sample of 

twelve with CDSMP is one example a self-management program 

has potential to increase physical activity individuals with SMI. Participants were given a 

pe(lOn1etler and pocket-sized to track daily By,using a pedometer, ...";..-tlf'ln<>'I"It,, 

demonstrated self-management skills received daily of physical level. 

Although not statistically findings indicated an upward trend of weekly steps of the 

group the four weeks of the six-week All completed program. 

DNP leader clinical expert is a unique position to sustain linkages key community 
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stakeholders that promote integration mental physical health for individuals SMI. 

of to key stakeholders is planned. 

Timeline 

Appendix I the timeline of the project. 
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Figure 1. Operationalization of The Integrated Theory of Health Behavior Change applied to 

self-management and improved health status of individuals with severe mental illness (Ryan, 

2009). 
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Table I 

Johns Hopkins Evidence-Based Individual Evidence Summary 

Date Limitations RatingAuthor Evidence Sample & Sample Resultsl# 
RecommendationsI Type I Size 

I ~;:~" I \ I 

! alityZI 
-smallConvenience In patients with IIIDescript-Beebe 2013 
sample size 


Harris 

N=24 schizophreniativeI and 

-limited 
-first use of 
related disorders: 

generaliza
pedometers to bility; 
measure physical -duration of 
activity in patients study was 
with schizophrenia; only one 
-confrrmation of week 
low activity level of 
participants: less 
than 5000 steps per 
day; 
-high rate of 
obesity among 
participants; 
-average number of 
steps was highest 
on day 6, the fmal 
day of the study 

Daumit -insufficient TIl 

2 


In adults with SM!: Randomized2005 ~escript-
data related 

(cross
-high prevalence ofN= 185tiveet al. 

to physical 
sectional 

obesity 
activity of 

survey) 
-less physically 

partici pants; 
population 
active than general 

-knowledge 
-higher incidence of 
of inactivity over participants 
the past month than B 
the general 

related to 
physical 

population activity was 
-35% ofwomen of not included 
sample reported no 
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# Author 

II 

Date 
I 

--Evidence 
Type 

Sampie & Sample 
Size 

;r,'~_. _ 

Resultsl 
Recommendations 

Limitations Rating 

IZ_ ality 

physical activity 
-walking was most 
frequent type of 
activity 
-29% reported 
walking was only 
fonn of physical 
activity 
-education was 
associated with 
increased physical 
activity 
-Minimal social 
contact was 
associated with low 
level of physical 
activity 

Druss et 2010 Random- Eighty adults with Pilot study of a -small I 
3 al. ized SMl were peer-led self- sample size: 

Control randomized to the management the study 
Trial intervention program modeled was a pilot 

program (n = 41 )or on the CDSMP for project; 
usual care (= 39); adults with SMI: -outcomes 
majority were -Data was collected were based 
African American at baseline and at 6 on self-
and poverty level. months; report of 

-statistically partici
significant pants. 
improvement of 
self-management 
behaviors in the 
intervention group 
was reported; 
-intervention group 
reported increased 
physical activity at 
six months. 

4 Lorig, 
Ritter, 
Pifer, 
and 
Werner 

2014 Descrip
tive 

Ten community 
mental health 
centers in Michigan 
participated in this 
study of the 

Data was collected 
at baseline and 6 
months. 
Improvements in 
health-related status 

-non 
randomized 
sample; 
con
vernence 

III 

B 
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Z 
- - 

Author Date Evidence Results/ Limitations# Sample & Sample 'Rating 
Type Size Recommendations 

) 

I 

ality 

effectiveness of the sample 
CDSMP for adults 

and health 
behaviors were 

with SMI; total of reported. Results 
139 participants supported the 
with diagnosis of CDSMPasan 
SMI effective self
(noruandomized) . management 

program for 
patients with SMI. 

Richard- Method ofFollowing an 18 III2005 Descrip 39 adults with SMI 
rneasure-


Avripas, 

tive week program on son, 

ment of data 

Neal, 


physical activity 
was not 


and 

and healthy diet, 

consistent 

Marcus 


data was collected 
by questionnaire at during the 
baseline and study; 
subsequently by Sample size 
pedometer step was small 
counts at 6 weeks and not 
and 18 weeks. randomized; B 

convemence 
no significant 
Results indicated 

sample with 
change in daily step high drop-
totals. Participants out rate; 
were found to be results are 
capable of not 
maintaining daily generaliza
physical activity ble. 
logs. Participants 
expressed 
satisfaction with 
the program and 
cost of the study 
was low. 
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Appendix A 

~S5}~~ 

~~.i~~~ ~~<~' University of Maryland, Baltimore 
,;,.", Institutional Review BoardPhone: (410) 

706-5037Fax: (410) 706-4189 

~ 

v Email: hrpo(ci _olll.ulllal) lanu .euU 

NOT HUMAN RESEARCH 

DETERMINATION 


Date: December 11 , 2014 

To: Gail Lemaire RE: HP-00062657 

This letter is to acknowledge that the UMB IRB reviewed the information provided and 
has determined that the submission does not require IRB review. This detennination has 
been made with the understanding that the proposed project does not involve a systematic 
investigation designed to develop or contribute to generalizable knowledge OR a human 
participant (see definitions below). 

This detennination applies only to the activities described in the IRB submission and 
does not apply should any changes be made. If changes are made and there are questions 
about whether these activities are human subject research in which the organization is 
engaged, please submit a new request to the IRB for a determination. 

Definitions 

Human Research: Any activity that either: 

• Is "Research" as defined by DHHS and involves "Human Subjects" as defined by 
DHHS ("DHHS Human Research"); or 

• Is "Research" as defined by FDA and involves "Human Subjects" as defined by FDA 
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("FDA Human Research"). Research as Defined by DHHS: A systematic 
investigation, including research development, testing and evaluation, designed to 
develop or contribute to generalizable knowledge. Research as Defined by FDA: 
Any experiment that involves a test article and one or more human subjects, and 
that meets anyone of the following: 

• 	 Must meet the requirements for prior submission to the Food and Drug Administration 
under section 505(i) of the Federal Food, Drug, and Cosmetic Act meaning any 
use of a drug other than the use of an approved drug in the course of medical 
practice; 

• 	 Must meet the requirements for prior submission to the Food and Drug Administration 
under section 520(g) of the Federal Food, Drug, and Cosmetic Act meaning any 
activity that evaluates the safety or effectiveness of a device; OR 

• 	 Any activity the results of which are intended to be later submitted to, or held for 
inspection by, the Food and Drug Administration as part of an application for a 
research or marketing permit. Human Subject as Defined by DHHS: A living 
individual about whom an investigator (whether professional or student) 
conducting research obtains (1) data through Intervention or Interaction with the 

individual, or (2) information that is both Private Information and Identifiable 
Information. For the purpose of this definition: 

• 	 Intervention means physical procedures by which data are gathered (for example, 
venipuncture) and manipulations of the subject or the subject's environment that 
are performed for research purposes. 

• 	 Interaction means communication or interpersonal contact between investigator and 
subject. 

• 	 Private Information means information about behavior that occurs in a context in which 
an individual can reasonably expect that no observation or recording is taking 
place, and information which has been provided for specific purposes by an 
individual and which the individual can reasonably expect will not be made public 
(for example, a medical record). 

• 	 Identifiable Information means information that is individually identifiable (i.e., the 
identity of the subject is or may readily be ascertained by the investigator or 
associated with the information). Human Subject as Defined by FDA: An 
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individual who is or becomes a subject in research, either as a recipient of the test 
article or as a control. A subject may be either a healthy human or a patient. A 
human subject includes an individual on whose specimen (identified or 
unidentified) a medical device is used. Please keep a copy of this letter for future 
reference. If you have any questions, please do not hesitate to contact the Human 
Research Protections Office (HRPO) at (410) 706-5037 or 
I-IRI Ora "nl1l .ul11arylancl.edu . 
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B 

Instructions 

1. 	 are for each to keep track of the 

2. The pedometer will count the day and start over at midnight. 

3. 	 will clip to a or you can put in your pocket or in a handbag. 

of each day, number on in your calendar on 

5. Don't worry if you forget; pedometer has a and we can 

It is set and ready to not to get it wet. 


lose it or misplace it, let 
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Appendix C 

-Calendars will be provided for 
- Please record the total number 
-During the week, remind 

INSTRUCTIONS FOR STAFf'; STEP LOGS 
to write in the total number rrom their pc(lOll)et;~r each night. 

rrom the participant's calendar into this lbrm. 
to write in their steps each night in their calendar 

each 

INCREASING ACTIVITY IN WITH MENTAL 

NAME! NUM WEEK MONDAY TUESDAY WEDNESDA fRIDAY SAT SUNDAY 
INmAL BER (Day 1) (Day 2) (Day 3) (Day 5) (Day 6) (Oay7) 

Jan 5 - 11 

Jan 12 18 

Jan 19 25 

15 
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Appendix D 

STEP 

NUM WEEK MONDAY TUESDAY WEDNESDAY THURSDAY FRIDAY SAT SUNDAY 
BER (Day 1) (Day2) (Day 3) (Day 4) (Day 5) (Day 6) (Day7) 

John 1 Jan 5-11 300 325 310 400 423 320 256 
Doe (any 
Or numb 
10 eris 

ok, Ian 12 -18 420 501 323 680 430 230 675 

Jan 19 -25 217 453 654 752 560 870 923 

securi 
ty 
numb 
er) 

567 1659 1763 3 

Feb 2 - Feb 8 459 534 984 540 85 

Feb 9- Feb 

112 
674 893 974 934 764 970 543 
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Appendix E 

\/P..,,,,,,'," of Content Living Well Program 

Week One 

• 	 Overview 

• 	 Importance of 

• 	 Action planning 

• 	 Problem-solving 

• 	 Managing emotions 

• Physical activity 


• 


3 

• Pain management 

Week 4 

• 	 Ways to Breathe 


Nutrition
'" 

Communication skills '" 

Week 5 

of medications'" 

• 	 Management of 

Week 6 

Weight'" 

• plans 	 (Lorig, et 2012) 
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Appendix F 

Weeldy Steps by Participant 
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Appendix G 

Total Steps across 6 weeks 
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Appendix H 

Percentage of Total Steps Per Day 

Monday • Tuesday Wednesday Thursday Friday · Saturday Sunday 
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/ 

Timeline 

• of proposal to committee on 121111 

• Submission of proposal to the University of Maryland Institutional Review Board on 

12/1111 

• Implementation of project January and February, 2015. 

• Analysis, ""Y" .... ,"'''' and evaluation of data completed February and March, 2015 . 

• Submission of scholarly manuscript to committee on March 2015. 

• Presentation Scholarly Project to committee on April 201 


