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Abstract

Objectives—STRIDE assessed whether a lifestyle intervention, tailored for individuals with
serious mental illnesses, reduced weight and diabetes risk.

Methods—A multi-site, parallel, two-arm randomized controlled trial in community settings and
an integrated health plan. Inclusion criteria: Age =18; taking antipsychotic medication for =30
days; BMI =27. Exclusions: significant cognitive impairment; pregnancy/breastfeeding; recent
psychiatric hospitalization, bariatric surgery, cancer, heart attack or stroke. The intervention
emphasized moderate caloric reduction, DASH diet, and physical activity. Blinded staff collected
data at baseline, 6, and 12 months.

Results—Participants (56 men, 144 women), mean age = 47.2(SD =10.6), were randomized to
usual care (n =96) or a 6-month weekly group intervention plus 6 monthly maintenance sessions
(n =104). 181 participants (90.5%) completed 6-month, and 170 (85%) completed 12-month
assessments, without differential attrition. Participants attended 14.5 of 24 sessions over 6 months.
Intent-to-treat analyses found intervention participants lost 4.4 kg more than control participants
from baseline to 6 months (95% CI [-6.96 kg, —1.78 kg]), and 2.6 kg more than controls (95% ClI
-5.14 kg, —0.07 kg] from baseline to 12 months. At 12 months, fasting glucose levels in controls
had increased from 106.0 mg/dL to 109.5 mg/dL and decreased in intervention participants, from
106.3 mg/dL to 100.4 mg/dL. No serious adverse events were study-related; medical
hospitalizations were reduced in the intervention group (6.7%) compared to controls (18.8%)(x?=
6.66, p=0.01).

Conclusions—Individuals taking antipsychotic medications can lose weight and improve
fasting glucose levels. Increasing reach of the intervention is an important future step.
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Method

Individuals with serious mental illnesses (SMI) are at high risk of common medical
comorbidities and metabolic disturbances that lead to early morbidity and mortality (1-3)
and are attributable to obesity-related conditions and risk factors (1, 4, 5). Additional
contributing factors include metabolic consequences of antipsychotic medications (6, 7),
limited access to medical care (8), poor nutrition (9), hyperlipidemia (10), sedentary
lifestyles (5), smoking (11), and substance abuse (12).

Lifestyle-modification programs (13, 14) are the basis for recent efforts to assist individuals
with SMI in improving health and reducing cardiometabolic risks (15, 16). These programs
apply behavioral approaches to weight loss and management, including education and
behavioral self-management skills (17). While most focus on weight loss, reductions have
typically been modest (16). We are unaware of programs that have effectively reduced
diabetes risk among people with SMI. Given the burden of medical morbidity and premature
mortality in this group, methods for reducing obesity and cardiometabolic risk factors are
urgently needed.

We evaluated a comprehensive lifestyle intervention (STRIDE) for individuals taking
antipsychotic medications. STRIDE was based on the PREMIER lifestyle intervention with
DASH dietary pattern (18-24), both developed for people without mental illnesses.
PREMIER successfully reduces weight and blood pressure (25); DASH diet can increase
HDL cholesterol, lower triglycerides, reduce fasting blood glucose levels, and improve
insulin resistance (23, 26). We hypothesized the STRIDE intervention would be more
effective than usual care in reducing weight and improving glucose metabolism.

Study Design

STRIDE was a multi-site, parallel, two-arm (balanced 1:1), randomized controlled trial
implemented in community mental health centers (CMHCs) and a not-for-profit integrated
health plan. A description of the protocol is available elsewhere (27).

We included adults (age =18) taking antipsychotic agents for =30 days prior to enrollment
and BMIs =27. Planned BMI inclusion criteria (>25 to <45) were adjusted after pilot results
(24) and following safety consultations with clinicians after individuals with BMIs over 44.9
asked to participate. Study exclusion criteria included: current or planning pregnancy/
breastfeeding; inpatient psychiatric hospitalization within <30 days (deferred participation
allowed); history or planning bariatric surgery; history of cancer (prior two years); heart
attack or stroke within 6 months; and cognitive impairment that might interfere with
consenting/participation.
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All sites and procedures were reviewed, approved, and monitored by the Kaiser Permanente
Northwest (KPNW) Institutional Review Board (IRB).

The study took place in Pacific Northwest CMHCs (Cascadia Behavioral Healthcare
[Cascadia] and LifeWorks Northwest [LifeWorks]) and a not-for-profit integrated health
system (KPNW). All settings provide comprehensive mental health and addiction treatment;
KPNW also provides medical care. Most individuals served by Cascadia and LifeWorks are
low-income. KPNW’s membership is insured and demographically representative of the
surrounding metropolitan area.

Recruitment, Screening, and Randomization

Recruitment began in July 2009 and ended in August 2011, the trial ended when follow-up
visits were completed in October 2013. Using electronic medical records at two sites
(KPNW, Cascadia) and clinician referral at LifeWorks, we identified potential participants
based on medication use, diagnoses, and BMI (when available). We sent letters for each
potential participant to primary care or psychiatry providers to review for suitability/safety
and to co-sign if participation was deemed appropriate. Staff mailed recruitment letters and
telephoned to answer questions and conduct a brief screening. Eligible participants were
scheduled for full screening and orientation.

Potential participants attended a group orientation session and consented to height and
weight measurements. Staff reviewed inclusion criteria to ensure eligibility before
requesting full written consent. The second visit included a fasting blood sample, blood
pressure and waist circumference measurement, and randomization.

Participants were assigned to intervention or usual-care using a stratified blocked (on gender
and BMI [27-34.9 and =35]) randomization procedure, within sites. We used computer and
paper-based randomization systems; sequence generated by author NAP. Staff not involved
in data collection informed participants about randomization. Others were blinded to
assignment and participants were routinely reminded not to discuss assignment during
assessments. Usual-care participants were free to pursue alternative weight-loss efforts.

Staff informed participants of blood pressure and laboratory results and referred them to
primary care if outside normal ranges. If results indicated immediate danger, participants
were instructed to go to urgent care or visit clinicians immediately. At baseline, 31
participants (15.5%) were referred for blood pressure above 120 mmHg systolic or 80
mmHg diastolic (urgent = systolic = 220 mmHg or diastolic = 120 mmHg); 89 (44.5%) were
referred for triglyceride levels >150 (urgent if >400); 44 (22%) were referred for fasting
glucose levels =100 (urgent if >125 without diabetes mellitus diagnosis or >300 with
diagnosis); and 35 (17.5%) for cholesterol levels >200. No cholesterol levels were
considered urgent.
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Intervention

We based STRIDE on the PREMIER lifestyle intervention with DASH diet (19, 21), and
guidelines for obesity treatment for individuals at risk for cardiovascular disease (13).
STRIDE was designed to reduce weight and obesity-related risks through dietary changes,
moderate calorie restriction, and increased energy expenditure via moderate physical
activity. The goal was weight loss of 4.5-6.8 kg (10-15 pounds) over 6 months. Adaptations
made to tailor intervention content and implementation approaches for people with SMI
included using two facilitators (mental health counselor, nutritional interventionist) and
managing cognitive barriers by using repetition, multiple teaching modalities (e.g., verbal,
visual), skill building exercises, practice assignments, and tying materials to mental health.
Added sessions addressed effects of psychiatric medications on weight, planning for
psychiatric symptom exacerbation, improving sleep, eating healthfully on a budget, and
stress management. We also increased tailoring for individual and group needs and case
management (28). Intervention materials are available for download: http://www.kpchr.org/
stridepublic/.

Initial Intervention—STRIDE’s core was a series of weekly 2-hour group meetings with
20 minutes of physical activity, delivered over 6 months. Participants were taught to keep
records of 1) food, beverages, and calories consumed; 2) servings of fruits, vegetables, and
low-fat dairy products; 3) fiber and fat intake; 4) daily minutes exercised; and 5) nightly
hours slept. Goals included: =25 minutes of moderate physical activity per day, primarily
through walking, increased fruit, vegetable and low-fat dairy consumption, and improved
sleep quality. Food and other monitoring records were used to assess progress and identify
barriers to lifestyle change. Interventionists reviewed records to help participants evaluate
and modify goals and plans. Participants received a workbook, the Calorie King book (29),
and a resistance band for strength training. The intervention relied on engaging sessions and
small-group activities to facilitate acquisition and practice of behavioral self-management,
problem-solving skills, and to foster social support and program ownership. Core
components included: increasing awareness of health-related practices through self-
monitoring; creating personalized plans; reducing energy intake by reducing portions;
increasing consumption of low-calorie density foods; increasing physical activity; managing
high-risk eating situations; graphing progress; and addressing effects of mental health on
change efforts.

Maintenance intervention—The maintenance phase included 6 months of group
sessions focused on maintaining weight loss through problem-solving and motivational
enhancement. Sessions were supplemented with monthly individual telephone sessions with
group leaders. Contacts were collaborative, discussed lifestyle change efforts, and included
guided problem-solving.

Assessment, Data Collection, and Measurement

Blinded staff collected assessment data at baseline, 6, and 12 months. Height was measured
to the nearest .1 cm (baseline only) and weight to the nearest .1 kg; BMI was calculated
using the Quetelet index (kg/m?). Blood samples were collected after a minimum 8-hour fast
(we used reminder post-cards and telephone calls, then questioned participants about
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consumption prior to obtaining samples). Those not fasting were rescheduled. Fasting tests
included: insulin, plasma glucose, triglycerides, and cholesterol. Blood pressure was
measured after a 5-minute rest period and again after an additional 30-second rest.
Measurement protocols and questionnaires are described elsewhere (27).

Statistical Analyses

Sample Size

We examined distributions for outcomes to determine whether transformations or different
models were needed. We used generalized estimating equations (GEE) (30) for primary
analyses because they allow estimation of population-averaged models in repeated-measures
data. Time was dummy coded and models run switching the reference category from
baseline (first model) to 6 months (second model) to obtain effect estimates for each period.
Control vs. intervention interaction terms assessed changes between groups over time; Wald
tests determined whether joint effects of time-by-group equaled zero (omnibus tests for
interactions). Age and study site were included as time-invariant covariates; time-varying
covariates included whether or not outcome-related medications were being taken at a given
time (see supplementary tables of medications included in analyses). We used GEE models
with a normal distribution and identity link; the working covariance matrix was specified as
exchangeable. We report covariate-adjusted results using robust estimates of standard errors
(unadjusted results available as supplementary material).

We conducted sensitivity analyses for each outcome using transformations that improved the
normality of the outcome, a different family and link (e.g., negative binomial with log link)
where appropriate, and unstructured working covariance matrices. For time-varying
covariates, we also ran models that specified them as time-invariant (i.e., baseline only). In
most cases, there were no substantive differences among models; we report differences
below. Covariates in all analyses included age, site, medications known to affect outcomes,
and treatment referral.

We examined between-group differences for percentage weight change, proportion of
participants at or below baseline weight, proportion of participants who lost at least 5% or
10% of baseline weight and proportion of participants who had fasting glucose values <100.
In contrast to other analyses, these were not intent-to-treat results because computations
require complete data to compute change scores. We then tested differences in percentage
weight change between intervention and control groups using one-way ANCOVAs, and
used multiple logistic regression to test whether the proportion of participants at or below
baseline weight at follow-up differed between intervention and control groups. We also
examined Pearson correlations between attendance, food and sleep logs kept, and weight
and glucose change at 6 months, for participants with complete data.

Using effect size estimates based on PREMIER (25), a two-tailed alpha level of .05, and a
target sample size of 252 participants, we estimated 96% power to detect a time-by-group
effect on weight at 6 months; 87% power at 12 months (27). We experienced recruitment
difficulties, including one CMHC that significantly downsized, and lack of interest in
physical health among some patients and providers (28), resulting in 200 enrolled
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participants. Using the same a priori effect-size estimates, 200 participants provided 91%
power to detect a weight change at 6 months and 77% power to detect change at 12 months.

Research project staff sent 1,886 letters to potential participants, followed with telephone
calls. The most common reasons for refusal were lack of interest in weight loss, scheduling
conflicts, or perceptions that the intervention required too much time. The most common
reasons for ineligibility were BMI below threshold or not taking antipsychotic medications.
Four-hundred-and-eight (21.6%) passed a preliminary eligibility screen and scheduled an
orientation/screening visit— 253 (62%) attended. Of these, 202 completed both screening
visits and 200 individuals aged =18 (mean age = 47.2, SD = 10.6) were enrolled and
randomized: 96 to usual care and 104 to intervention (56 men and 144 women). Figure 1
shows participant flow; Table 1 shows demographic and descriptive information.

Study Retention and Intervention Attendance

Analyses

Follow-up data collection was completed for 91% of participants (n = 181) at 6 months, and
85% (n = 170) at 12-months, with no differential attrition (32 = 0.01, p=.995). Missing data
were thus unlikely to be conditional on group assignment. Average sessions attended during
the initial intervention was 14.5 (SD=7.2) of 24 (60.2%) among intervention participants;
average maintenance sessions attended was 2.7 (SD= 2.17) of 6 (44.5%).

Table 2 presents adjusted time-by-group coefficients and confidence intervals for intent-to-
treat analyses.

Primary Outcomes—There was a significant time-by-group effect for weight and BMI.
The intervention group lost 4.4 kg more than the control group (95% CI [-6.96 kg, —1.78
kg] at 6 months, and 2.6 kg more than the control group 95% CI [-5.14 kg, —0.07 kg] at 12
months. As expected, there was no significant difference in weight change between the
groups (1.77 kg, 95% CI [-0.87 kg, 4.40 kg]) during maintenance (6—12 months). Figure 2
and Figure 3 show estimated marginal means; results for BMI parallel weight results.

Among participants with complete data at baseline and 6-month follow-up, the intervention
group (n=93) lost an average of 3.9%, and the control group (n=85) gained 0.9%, of their
baseline weight F(1,171)=11.9, p=.001. From baseline to 12 months, the intervention group
(n=87) lost a greater percentage of their baseline weight (4.5%) than the control group
(n=81; 1.7%), F(1,161)=4.9, p=.029. There was marginal evidence that the intervention
group was more likely to be at or below their baseline weight at 6 months (odds ratio = 1.69;
95% CI [0.91, 3.14], p=.096) and 12 months (odds ratio = 1.88; 95% CI [0.98, 3.64], p=.
059), compared to the control group. The intervention group had 3.78 times greater odds
(95% CI [1.82, 7.84], p<.001) of more than 5% loss of baseline weight by 6 months
compared to controls—40% of intervention participants achieved at least 5% of baseline
weight loss compared with 17% of controls. This effect was not significant at 12 months
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(odds ratio = 1.64; 95% CI [0.87, 3.08], p=.124), although nearly half (47%) of intervention
participants with complete data lost at least 5% of baseline body weight, compared with
36% of controls. At 6 months, the intervention group had 5.14 times greater odds of
achieving =10% loss of baseline weight than controls (95% CI [1.62, 16.30], p=.005). At 12
months, the intervention group had 3.08 times greater odds of a =10% weight loss (95% ClI
[1.20, 7.91], p=.019). At 6 months, 18% of intervention participants and 5% of control
participants had lost at least 10% of baseline body weight, while 22% of intervention
participants and 9% of controls met this threshold at 12 months. Consistent with findings of
weight reduction in both groups, 21.5% of intervention participants reported additional
weight loss activities, compared to weight loss efforts among 41.7% of controls (y%=8.38,
p=0.004).

Distributions for fasting glucose, insulin, and HOMA-IR index were positively skewed, thus
we fitted log transformations for these outcomes using a Gaussian-based GEE model, and a
GEE model using the negative binomial distribution and log link (except for HOMA). For
fasting glucose and insulin, we report results of the negative binomial GEE. There were no
significant time-by-group interactions for fasting insulin, Framingham Diabetes Risk Score,
or HOMA-IR. There was, however, a significant time-by-group interaction for fasting
glucose (p=.020). From baseline to 12 months, the intervention group showed a greater
decline (log of the incidence rate ratio = —.089, p=.012) compared to controls. Fasting
glucose among controls increased from 106.0 mg/dL at baseline to 109.5 mg/dL at 12
months, whereas the intervention group declined from 106.3 mg/dL at baseline to 100.4
mg/dL at 12 months. The difference in change from 6 months to 12 months was also
significant (log of incidence rate ratio=—.075, p=.016). Controls increased from 105.1 mg/dL
at 6 months to 109.5 mg/dL at 12 months, whereas the intervention group declined from
103.7 mg/dL at 6 months to 100.4 mg/dL at 12 months. Difference in change from baseline
to 6 months was not significant (p=.64). The proportion of control arm participants who had
fasting glucose values <100 at baseline, 6 months, and 12 months were .45, .46, and .42,
respectively, and in the intervention arm .59, .60, and .68, respectively. While there was no
difference in the proportion of participants with glucose <100 at 6 months (p=.59),
participants in the intervention had 2.39 (95% CI [1.12, 5.12]) times greater odds of
glucose<100 at 12 months compared to controls (p=.025).

Secondary Outcomes—Changes in systolic and diastolic blood pressure from pre- to
post-intervention were not significant, likely because average values were within normal
ranges at baseline. Time-by-group interactions were not significantly different for
triglycerides, LDL, or HDL cholesterol, although average LDL cholesterol was also within
normal range at baseline. Correlations between changes in weight at 6 months and food logs
kept (r = —.45, p <.001), sleep logs kept (r = —.39, p <.001) and number of sessions
attended (r = -.43, p < .001) were significant. The greater the number of food and sleep logs
kept and the higher the attendance, the greater the weight loss. No significant correlations
were found between logs or attendance and glucose levels.

Acute Service Use and Adverse Events—There were significantly fewer medical
hospitalizations in intervention than control arms over the 12-month period: 6.7% of
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intervention participants reported medical hospitalizations compared to 18.8% of controls
(x%= 6.66, p = 0.01). There were no differences in psychiatric hospitalizations: 15.6% of
control participants vs. 15.4% of intervention participants had hospitalizations (y2= 0.97, p =
0.32). There were no differences in emergency department visits that did not result in
hospitalizations for either medical or psychiatric problems. There was one death in each
arm, neither related to study participation.

Discussion

Our results support recent findings (14) suggesting that behavioral lifestyle-change
programs can help individuals with SMI to lose weight, and extend these findings by
showing that lifestyle interventions can produce changes in fasting glucose levels among
individuals taking antipsychotic medications—drugs known to disrupt glucose metabolism
(7, 31). Consistent with other interventions (16), STRIDE spurred clinically significant
weight loss of =5% of initial body weight among 40% of participants. Weight loss of 210%
was achieved by 18% and intervention participants were 2.39 times as likely as controls to
have normal fasting glucose levels at 12 months. In addition, we observed substantially
fewer medical hospitalizations in the intervention group than the control group. If these
results are replicated, reduced hospital costs could be an added benefit of offering these
interventions.

Our goal was to produce an average weight loss of 4.5-6.8kg (10-15 pounds), consistent
with the original PREMIER intervention goal for people without SMI. STRIDE participants
lost an average of 4.2 kg (9.3 pounds, adjusted means). Unadjusted means (for those with
full data only) showed losses of 5.8 kg (12.8 pounds) in the intervention group. Participants
in the PREMIER intervention, DASH diet arm, lost an average of 4.7 kg more than the
control group, while STRIDE intervention participants lost 4.4 kg more than the control
group. The similarity of the STRIDE and PREMIER outcomes is remarkable given known
barriers to weight loss among individuals with SMI. Moreover, STRIDE participants were
heavier than PREMIER participants at baseline, with BMIs of 38.3 and 33.6, respectively.
Thus, individuals in STRIDE needed to lose many more pounds to achieve a “clinically
significant” 5% loss compared to PREMIER participants. Control-group participants also
lost weight, although much less than intervention participants. This likely stems from
referrals to primary care following study assessments for at-risk values, and because
individuals who joined the trial were motivated to lose weight and attempted to do so after
assignment to the control group, including using other formal weight-loss methods and
programs.

Our results parallel ACHIEVE study results (32) and are consistent with those of other
randomized controlled trials in showing positive results of weight-loss interventions in this
population (16). Other than ACHIEVE, however, RCTs assessing similar lifestyle
interventions in similar populations have been of short duration (e.g., 12-16 weeks), so are
not directly comparable. The In SHAPE program (33) was similar in target population,
length and intensity, but the intervention was focused on exercise (12 months of weekly
meetings with a fitness trainer and fitness club membership). In SHAPE was associated with
a clinically significant reduction in cardiovascular risk in 49% of participants and produced
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improvements in fitness and diet, but not in weight when compared to an active control
consisting of a health club membership and fitness education. In another study of similar
length and intensity, Wu and colleagues (34) implemented a 6-month diet and exercise
program for obese adults with schizophrenia taking clozapine, reporting 6-month weight
loss quite similar (—4.2 kg) to what we found in STRIDE, but under highly controlled
inpatient circumstances.

Thus, the most useful comparisons for STRIDE results are with ACHIEVE, which
implemented a similar lifestyle intervention in an outpatient population. A notable
difference, however, was that the setting for ACHIEVE was within psychiatric rehabilitation
programs that participants attended for several hours daily. The intervention capitalized on
the setting by including group weight-management and exercise sessions, and individual
sessions as part of daily programming. Additionally, programs routinely provided two
meals/day for participants, and researchers worked with staff to include more healthy
offerings. ACHIEVE participants lost weight steadily over 18 months, with an average loss
of 3.4 kg. In contrast, STRIDE participants traveled to stand-alone groups weekly, achieved
a 4.4 kg loss over six months, but gained some of this weight back during the maintenance
phase. Process evaluation data suggested that STRIDE participants who were engaged in the
intervention wanted the weekly contact to continue, and the relationship between keeping
food and sleep logs and greater weight loss indicate that increasing the length of the more
intensive intervention could be beneficial. ACHIEVE results support this contention,
showing that sustained support can result in continued lifestyle improvements. This may
indicate that providing access to STRIDE for longer periods could result in substantial
additional improvements in weight and cardiometabolic outcomes. Observed reductions in
fasting glucose, and trends toward improvements in several other outcomes (fasting insulin,
HOMA-IR, Framingham Diabetes Risk, HDL cholesterol), are consistent with this
conclusion. Moreover, STRIDE study subjects had average baseline fasting glucose levels of
109mg/dl (35), and were therefore similar to subjects enrolled in diabetes prevention trials
with multi-year lifestyle interventions (36, 37). Long-term follow up in these trials has
shown sustained diabetes risk-reduction (35, 38, 39).

Limitations and Opportunities

Our results and the study’s limitations suggest opportunities for improving intervention and
outcomes. First, attendance during the initial intervention was lower than desired (about
60%). Although this is similar to ACHIEVE attendance (32), and not unexpected given
instability in the lives of people with SMI, it represents a study limitation, an
implementation challenge, and an opportunity to improve outcomes (17), particularly given
the relationship we found between greater attendance and weight loss. Reach of the
intervention was also a limitation: Average age of participants was ~47 years, thus health-
related risks were well-established; only 28% of participants were men; and only 14% were
members of racial or ethnic minority groups despite efforts to recruit equal numbers of men
and women and to oversample minority group members. Although this pattern is typical of
lifestyle change programs (25, 33, 40, 40, 41), it nevertheless suggests that special efforts
are needed to make interventions more appealing to these groups. In terms of design
limitations, although this was an RCT (with the advantage of achieving balance on
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unmeasured covariates compared to other research designs), we neither measured nor
controlled for medical severity or comorbidity, as these data were not available from
participating CMHCs and beyond our capacity to measure at study assessments.

Conclusions

Individuals taking antipsychotic medications can lose significant amounts of weight and
improve fasting glucose levels in a tailored comprehensive weight-loss and lifestyle-change
program. Increasing the length of the intervention and the number of sessions attended holds
potential to support additional weight loss and glucose control and address other
cardiometabolic risk factors. Increasing the reach of the intervention is an important step in
advancing research on health interventions for people with serious mental illnesses.

Supplementary Material

Refer to Web version on PubMed Central for supplementary material.
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Patient Perspectives

Interviewed participants reported that helpful features included camaraderie and support
resulting from shared mental health experiences and health-related goals:

| really enjoyed the group setting. And | could sit next to anybody in the class
and be perfectly comfortable. Because we all shared this kind of common
mental health issue... | really liked the support... You know, how did you do
this week? What were your successes? What were your failures? The part |
didn’t like was when the group setting ended. That was hard for me. | tried to go
out and find another group...like Weight Watchers, and | couldn’t find a group
that | clicked with. So it was really frustrating to have that camaraderie and then
lose it.

Also appreciated was support of self-determination to make broad lifestyle changes:

I thought it was wonderful, because it didn’t box you in that you had to do
anything rigid. It stressed lifestyle changes... | felt no immediate pressure that |
had to lose forty pounds or fifty pounds in a year... The offering was there:
We’re here to help you. And so what | decided to do made the difference, so |
got committed because | decided to do it.

Some aspects of participation were easier than others:

...one thing that was also hard...being weighed weekly and being reminded
weekly that... you go two, three, four weeks where there’s no change, or you
might have went up ... That’s really hard.

...the thing that just bothers me right now is...the daily journal. It’s gotten to be
a bit of a grind after awhile...but I can see where I’m going with what I’ve been
eating, counting up the calories. [Is that helpful to you?] Yeah. Real helpful.
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Study flow and full disposition of potential and randomized participants.
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