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Abstract

Objectives—To assess feasibility and to conduct a preliminary evaluation of outcomes following
Peaceful Mind, a CBT-based intervention for anxiety in dementia, relative to usual care (UC).

Design—Pilot randomized controlled trial including assessments at baseline, 3 and 6 months
Setting—Houston, TX

Participants—32 outpatients diagnosed with mild (47%) or moderate (53%) dementia receiving
care through outpatient clinics at the Veterans Affairs medical center, Baylor College of Medicine,
Harris County Hospital District and community day centers for dementia, and their collaterals,
who spent at least 8 hours a week with them.

Intervention—Peaceful Mind included up to 12 weekly in-home sessions (mean = 8.7, SD =
2.27) during the initial 3 months and up to eight brief telephone sessions (mean = 5.4, SD = 3.17)
during months 3 to 6, involving self-monitoring for anxiety, deep breathing, and optional skills
(coping self-statements, behavioral activation and sleep management). Patients learned skills, and
collaterals served as coaches. In UC, patients received diagnostic feedback; and providers were
informed of inclusion status.
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Measurements—Neuropsychiatric Inventory-Anxiety subscale, Rating Anxiety in Dementia
scale, Penn State Worry Questionnaire-Abbreviated, Geriatric Anxiety Inventory, Geriatric
Depression Scale, Quality of Life in Alzheimer’s disease, Patient Health Questionnaire, Client
Satisfaction Questionnaire

Results—Feasibility was demonstrated with regard to recruitment, attrition, and treatment
characteristics. At 3 months, clinicians rated patients receiving Peaceful Mind as less anxious, and
patients rated themselves as having higher quality of life; collaterals reported less distress related
to loved ones’ anxiety. Although significant positive effects were not noted in other outcomes or
at 6-month follow-up, the pilot nature of the trial prohibits conclusions about efficacy.

Conclusions—Results support that Peaceful Mind is ready for future comparative clinical trials.

Keywords

anxiety; dementia; cognitive behavioral therapy; self-ratings; proxy ratings

Objective

Anxiety is common among persons with dementia. Symptom prevalence rates vary widely
(8% to 71%), (1) but anxiety is a common coexistent complaint. Prevalence of anxiety
disorders also ranges broadly (5% to 21%); (1) but generalized anxiety disorder (GAD)
appears to be most common, occurring in 5% to 15% of patients with dementia. (2, 3)
Anxiety may be more common in the mild-to-moderate stages of dementia; (1, 4) and
anxiety themes relate to coming to terms with the dementia diagnosis, loss of skills, and
health-related issues.(4, 5)

Anxiety coexistent with dementia is associated with increased behavioral problems and
limitations in activities of daily living, (6,7) increased disability in social functioning and
decreased independence, (7, 8) and increased risk of nursing-home placement. (9) Anxiety
co-occurs commonly with depression, as is the case among older adults without cognitive
impairment, (10) but even after controlling for depression and/or cognitive performance,
anxiety contributes unique variance to functional impairment, (7, 9, 11) behavioral
problems, (11) and quality of life. (12)

Despite the serious impact of coexistent anxiety in dementia, few treatment outcome data
are available to guide clinical care. (13) Among older adults with anxiety and no cognitive
impairment, randomized clinical trials (RCTs) demonstrate positive effects of both
antidepressant treatment and cognitive behavior therapy (CBT), (14, 15) although effects
following CBT are smaller than for younger adults and small relative to active control
conditions. (16, 17) Data addressing the treatment of anxiety in dementia, however, are
largely limited to post-hoc analyses of outcomes following medication for Alzheimer’s
disease (18) and case series of patients with anxiety and dementia treated with
pharmacological and psychosocial treatments. (19, 20) RCTs of anxiety treatment in people
with dementia have been limited to tests of music therapy, with mixed results. (21, 22) No
RCTs have examined pharmacological or CBT-based interventions for anxiety in patients
with dementia, although other trials have demonstrated positive effects of cognitive and
behavioral interventions for depression and other behavioral problems in people with
dementia, (23-26) and those with cognitive impairment but not dementia. (27, 28) CBT-
based interventions have the potential for reducing anxiety among persons with dementia,
given that a variety of skills are available, many of which can be easily simplified for
patients and their caregivers. In fact, guidelines for dementia care include recommendations
to consider CBT for anxiety; (29) and certain learning strategies, particularly spaced
retrieval, (30) may be beneficial for teaching anxiety-management skills to patients with
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dementia. Adaptations from traditional CBT are needed, however, to meet the needs of
patients with dementia who require modifications in content (simpler and fewer skills),
learning strategies (e.g., increased repetition, spaced retrieval), and delivery (in-home care,
involvement of a collateral, different learning strategies).

We developed Peaceful Mind, a CBT-based intervention for anxiety in dementia. Treatment
procedures were derived from evidence-based CBT for anxiety and depression in
cognitively intact older adults, (31-33) but with significant modifications for participants
with dementia. (34) Modifications included in-home sessions; simplified skills, materials,
and practice exercises; a collateral to serve as “coach”; more repetition and practice; and
cueing procedures and spaced retrieval to facilitate learning and memory. A recent open trial
of eight patients supported the feasibility, utility, and positive outcomes of Peaceful Mind.
(35) Based on experiences in the open trial and additional consultation with experts, further
modifications were made to the intervention manual (e.g., wording changes; creation of
handouts to address communication, dementia education, and stress reduction for collaterals;
additional instructions for clinicians about in-home delivery). The next step in development
and testing of the Peaceful Mind intervention was to conduct a randomized, controlled pilot
study that would inform a subsequent Phase 111 trial. (36) Goals of this pilot study were to
test feasibility of the modified Peaceful Mind intervention and to conduct a preliminary
evaluation of outcomes relative to a control condition (usual care [UC]). Feasibility was
assessed by relative success of different recruitment procedures, attrition rates, and treatment
characteristics (average number of sessions completed; nature of skills used; home practice
adherence). Although tests of intervention efficacy are not a primary goal of pilot studies
(36) and should not be used to determine viability of a subsequent Phase 11l trial, (37)
outcomes were evaluated. Peaceful Mind was expected to produce greater improvements in
patient anxiety and worry, depression, and quality of life relative to UC. Positive effects also
were expected for collateral distress and depression.

Participants were recruited from outpatient clinics at 1) the Veterans Affairs (VA) medical
center (geriatrics, primary care, neurology, and psychiatry); 2) Baylor College of Medicine’s
affiliated geriatric, primary care and Alzheimer’s disease center; 3) the Harris County
Hospital District’s geriatric service; and 4) community day centers specializing in dementia
care. Potential participants were identified, using three different recruitment strategies: (1)
direct provider referral; (2) facilitated provider referral, using the electronic medical record
(EMR) to identify patients with dementia diagnosis; and (3) self-referral. Patients identified
via EMR screens either received a letter from or had an in-person conversation with the
provider. Self-referrals were generated with educational brochures in clinic waiting areas
and newsletters to patients and/or collaterals through community day centers.

Interested patients were contacted by study staff, who conducted a phone screen to assess
whether patients had a dementia diagnosis and possible anxiety, could communicate in
English, were willing to participate, and had a collateral (adult who spent at least 8 hours
weekly with them) who was willing to participate. Anxiety was indicated by a positive
response to at least one of three screening questions from the Neuropsychiatric Inventory —
anxiety subscale (NPI-A). (38) Informed consents and initial assessment meetings were
scheduled in the patient’s home. Demographic information was collected; and the NPI-A,
Clinical Dementia Rating (CDR), (39) Dementia Rating Scale-2 (DRS) (40) and Mini
International Neuropsychiatric Inventory (MINI) (41) were administered. The MINI was
administered to the dyad, and ratings took into account information from the participant and
collateral. Diagnoses of generalized anxiety disorder (GAD) were not made if symptoms
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occurred only in the presence of a depressive disorder. Clinical diagnosticians were
Master’s-level graduate students and a predoctoral intern in clinical psychology who
received extensive training. CDRs were based on results of the DRS and separate clinical
interviews with the collateral and patient. All CDR and MINI interviews were audio taped,
and a random 20% (n7=11) were rated by a second clinician. Agreement on the CDR was
excellent (kappa = 1.0). Diagnostic agreement was excellent for depression (kappa = 1.0),
good for GAD (kappa = 0.79), and adequate for other anxiety disorders (kappa = 0 .61).
Included patients had a diagnosis of dementia (confirmed by the patient’s medical provider),
an NPI-A score 24, and a CDR score between 0.5 and 2.0 (mild-to-moderate dementia
severity). Patients with a primary psychiatric diagnosis of major depression, active
psychosis, bipolar disorder, active suicidal intent, or recent verbal or physical aggression
were excluded.

Primary outcomes—Primary outcomes, used in our prior open trial of Peaceful Mind,
(35) assessed patient anxiety using clinician-rated and collateral report measures. The NPI-
A, (38) a seven-item scale, assessed anxiety in patients with dementia based on collateral
report of frequency and severity of the patient’s anxiety symptoms over the previous week.
It has good interrater reliability, test-retest reliability, and convergent validity in patients
with Alzheimer’s disease. (38) A score of 2.5 is average for outpatients with Alzheimer’s
disease. (42) The Rating Anxiety in Dementia scale (RAID) (43) assessed anxiety symptoms
in four categories: worry, apprehension and vigilance, motor tension, and autonomic
hyperactivity. The 18 RAID items rate occurrence of anxiety symptoms from 0 (absent) to 3
(severe) over the previous week and take into account input from the patient and collateral.
The RAID has good inter-rater reliability, internal consistency, and convergent/divergent
validity. (43-46) A score of 11 indicates clinically significant anxiety, (45) and a score of 18
is characteristic of patients with dementia and GAD. (4) The RAID was administered as a
clinical interview to the patient and caregiver. Regular calibration meetings were held
between the Masters-level independent evaluators (IEs) who conducted all assessments and
assessment supervisor (ALS; also blinded to study condition) to assure ongoing consistency
in assessment. IEs were independent from clinical raters who conducted diagnostic
interviews. All IE assessment sessions were audio taped, and a random 20% of each IE’s
first 20 assessments and 10% of all subsequent assessments (7= 11) were rated by a second
rater. Internal consistency reliability and interrater agreement on the RAID were good
(Cronbach’s alpha = .75; average weighted kappa = .71).

Secondary outcomes for patients—Secondary patient outcomes included patient self-
ratings of worry, anxiety, depression, and quality of life. Worry and anxiety were assessed
with the Penn State Worry Questionnaire-Abbreviated (PSWQ-A) (47) and the Geriatric
Anxiety Inventory (GAI). (48) The PSWQ-A is an eight-item measure of worry severity
with strong psychometric properties among older adults. (47) A mean score of 26 is
characteristic of older adults with GAD without cognitive impairment. (32) Among patients
with dementia, mean scores of 20 and 15 have been reported for patients with and without
GAD, respectively, (4) and the measure was used in our prior open trial to evaluate
outcomes following Peaceful Mind. (35) Internal consistency of the PSWQ-A here was .87.
The GALl includes 20 agree/disagree items and was developed to assess anxiety severity in
older adults. A score of 2.7 is average for older adults in the community; scores greater than
4 indicate mild anxiety, and scores greater than 11 indicate severe anxiety. (49) The GAl
also was used in our prior open trial. (35) Internal-consistency reliability of the GAI here
was .92. Patient depressive symptoms were measured by the Geriatric Depression Scale
(GDS), (50) a 30-item yes/no questionnaire assessing mood over the past week. Internal
consistency and test-retest reliability are good, (51) and the measure has been used to assess
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depression in other late-life anxiety studies. (15) A score at or above 11 indicates possible
depression. (52) Patient quality of life was assessed using the Quality of Life in Alzheimer’s
disease (QOL-AD). (11, 53) The 13-item scale asks the patient to score aspects of physical
health, energy level, mood, living situation, memory, family, marriage, friends, self, ability
to do chores and things for fun, money, and life as a whole. A score of 38 represents an
average score for community samples of patients with dementia. (53, 54) Internal
consistency in prior work has been high (alpha = .87 to .91), and ratings correlate inversely
with self-rated depression (54) and positively with day-to-day functioning and frequency of
pleasant events. (53)

Secondary outcomes for collaterals—Collateral distress was measured by the distress
item from the NPI-A, which asks caregivers to rate their distress related to the patient’s
anxiety symptoms on a scale of 0 (not at all) to 5 (very severely or extremely). Collateral
depression was assessed with the Patient Health Questionnaire (PHQ-9), a nine-item
measure based on diagnostic criteria for major depression. (55) The PHQ-9 has been used
with older adults (55) and diverse populations. (56) A score of 4 represents an average score
for caregivers of elderly dementia patients; (57) and scores of 5-9 indicate mild depression,
10-14 moderate depression, and 15-19 moderately severe depression. (55) Internal
consistency of the PHQ-9 here was .85.

Program Satisfaction—Program satisfaction was assessed with three questions from the
Client Satisfaction Questionnaire (CSQ), (58) administered to collaterals to rate overall
satisfaction, quality of care, and helpfulness. Ratings were on a scale of 1 (quite dissatisfied/
poor/made things worse) to 4 (very satisfied/excellent/helped a great deal). Collaterals were
also queried, using standardized questions about the positive and negative impact of the
program and with respect to their communication and interaction with their loved one. One
open-ended question asked collaterals to offer suggestions for improvement.

All outcome measures were administered in-person by trained Masters-level IEs who were
unaware of treatment assignment, except the treatment-satisfaction survey administered at 6
months by a research assistant. Measures were administered at baseline, 3 and 6 months. IEs
administered the patient self-report inventories orally to eliminate any potential impact of
reading problems; all patients and collaterals had a copy of assessment items and possible
response choices to read during the administration. Following completion of baseline
assessments, patients were randomly assigned to Peaceful Mind (n7= 16) or UC (= 16).

Treatment Description

Peaceful Mind was provided by two Master’s-level graduate-student clinicians and a
predoctoral intern supervised by clinical psychologists (MS, CK) and a geriatric social
worker (NW). All sessions were audiotaped, and a random 20% were reviewed by an
independent treatment integrity rater (AP) for adherence (0 [no adherence] to 8 [optimal
adherence]) and competence (0 [no competency] to 8 [excellent competency]). The
treatment integrity rater helped develop the treatment (35) but did not provide clinical care
in this study. Ratings suggest adequate adherence (5.6 [SD = 1.5]) and competency (5.4 [SD
=1.08]).

Peaceful Mind was offered over 6 months and included up to 12 weekly in-home sessions
over the initial 3 months and up to eight brief telephone booster appointments during months
3 to 6. Skills were presented and practiced during the weekly sessions; and telephone
booster appointments allowed skills review, reinforcement of skills practice, questions and
answers, and problem-solving to integrate skills into daily life. Collaterals were involved in
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weekly skill learning and served as a coach for the patients’ practice between sessions. The
collateral’s role as a coach was determined jointly by the patient, collateral, and clinician,
based on the patient’s and collateral’s level of understanding, patient preferences, and
collateral availability.

Initial skills sessions included self-monitoring for symptoms of anxiety and deep breathing.
The clinician, along with the patient and collateral, could decide to add other skills (coping
self-statements, behavioral activation, and sleep management), depending on patients’
symptoms, abilities, and interest. Modification from traditional CBT to enhance learning
included repeated instructions, more in-session practice, spaced retrieval (i.e., structured,
repeated rehearsal of information until success is consistently achieved in consecutive
trials), reminder cues (note cards, calendars), and simplified session summaries and
instructions for between-session practice. A large-font workbook with study materials was
provided to patients and collaterals;(see Paukert et al. (35) for more details) and handouts to
address communication (with healthcare providers and patients with dementia), dementia
education, and stress reduction for collaterals were available for use as needed.

Patients assigned to UC received diagnostic feedback. With additional consent, their
providers were informed of inclusion status. Patients did not, however, receive any
additional study contact other than scheduled assessments. Following 6-month assessments,
patients and collaterals in the UC group were offered Peaceful Mind skill sessions.

Data Analytic Plan

Results

Non-completers were those missing an assessment and never returning to the study. Patients
in the two treatment conditions (as well as completers versus non-completers) were
compared on pretreatment demographic variables, clinical characteristics, and medication
use, using Fisher’s Exact test and the non-parametric Wilcoxon-Mann-Whitney U'test.
Initial outcome analyses were Intention-to-Treat (ITT) and used the multiple imputation
procedures Proc MI and MINANALYZE in SAS to address missing data. (59) Treatment-
group comparisons were repeated with another set of analyses that included only observed
data, using an Analysis of Covariance (ANCOVA). Respective baseline scores were
included as a covariate in all models, and a second set of models also included
characteristics that differed between treatment conditions at baseline as covariates for
relevant outcomes (e.g., baseline patient differences as covariates for patient outcomes;
baseline collateral differences for collateral outcomes). All analyses involved two-sided
significance testing and were conducted in SAS version 9.2 (SAS Institute, Inc., Cary, North
Carolina). To control for inflated experiment-wise error rates due to multiple comparisons,
the Bonferroni correction was used within clusters of measures (primary outcomes: 2/.05, p
< .025; secondary patient outcomes: 4/.05, p < .0125; secondary collateral outcomes: 2/.05;
p<.025).

Patient and Caregiver Characteristics

Sample characteristics are in Table 1. Baseline scores suggested clinically significant
anxiety on primary measures (NPI-A, RAID) and mild symptoms on secondary measures
(PSWQ-A, GAI). The majority (65%) had at least one psychiatric diagnosis. GAD was the
most frequent principal diagnosis, and comorbid anxiety and depressive disorders were
common. Most patients (75%) were taking psychotropic medication, most frequently
antidepressants (59%). Patients self-reported minimal depressive symptoms (GDS) and
slightly low quality of life (QOL-AD). Collaterals were mildly depressed (PHQ-9). Because
collaterals in Peaceful Mind had lower scores than those in UC, the PHQ-9 was included as
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a covariate in the second set of analyses of collateral self-report ratings. Collaterals were
primarily spouses (N = 16, 50.0%) and children (N =13, 40.6%), and most were women (N
= 28, 87.5%), with a mean age of 63.0 (SD=12.9).

Feasibility: Success of Recruitment Strategies and Attrition

A total of 182 potential patients were recruited and screened (Direct provider referral: 23;
Facilitated provider referral: 150; Self-referral: 9) (see Figure 1). Of these, 90 (49%) were
eligible to schedule consent, and 56 were assessed with the NP1, CDR, and MINI. Of the 34
who met inclusion criteria, 39% (/7= 9) were from direct provider referral, 16% (/7= 24), and
11% (n=1) from self referral. Thirty-two completed baseline assessment and were
randomized to Peaceful Mind (/= 16) or UC (N = 16). Six dropped out (five [31.3%] from
Peaceful Mind [two moved, two lost contact, and one thought treatment was unhelpful] and
one [6.3%] from UC [passed away], leaving 26 who completed the 3-month assessment and
26 who completed the 6-month assessment [//= 11 in Peaceful Mind and 15 in UC]).
Treatment condition was not significantly associated with study completion (Fisher’s Exact
Test p =.17). Completers (n7 = 26) did not differ from non-completers (17=6) on
demographics, clinical characteristics, or medication use, except for baseline RAID scores,
suggesting that completers had less anxiety (Mean = 13.30, SD = 6.52) than non-completers
(Mean = 22.67, SD=7.58), p=.02.

Feasibility: Treatment Characteristics

The average number of in-person Peaceful Mind sessions was 8.7 (SD = 2.27), and average
duration of completed sessions was 47.3 minutes (SO = 10.31 minutes). All patients
completed self-monitoring for anxiety and deep breathing to manage anxiety. Thirteen
patients (92.9%) learned behavioral activation, nine (64.3%) learned coping self statements,
and four (28.6%) learned sleep-management skills. Patients completed an average of 3.5
(SD = 2.15) homework exercises per week and spent an average of 81.3 hours (SD = 63.19
hours) per week with the collateral. Four patient-collateral dyads (25%) received handouts to
address communication, stress reduction for collaterals, and/or dementia education. Between
months 3 and 6, dyads received an average of 5.4 (5D = 3.16) of a possible eight telephone
booster calls (66%). During 81% of these calls, collaterals reported that they were using at
least one program skill. Breathing was used most often (58%), followed by behavioral
activation (50%) and calming thoughts (41%).

Primary Outcomes

Mean observed scores at baseline, 3 months, and 6 months, as well as tests of primary and
secondary outcomes, are included in Table 2. Intention to treat (ITT) analyses revealed
significantly greater improvements from baseline to 3 months on the RAID for patients
completing Peaceful Mind relative to those completing UC. The effect size for this
difference was large (d'=.99). Group differences from baseline to 3 months on the NPI-A
were not statistically significant, and no significant differences manifested between Peaceful
Mind and UC on either the RAID or NPI-A from baseline to 6 months. Completer analyses
revealed the same patterns. Among patients who received Peaceful Mind, amount of
homework and collateral-patient contact were not associated with baseline to 3-month
change in the NPI-A (8=-.10, p=.79 and f= .18, p= .61, respectively) or RAID (5= .43,
p=.10and f=-.06, p=.83).

Secondary Outcomes for Patients

According to ITT analyses, there were significantly greater improvements on the QOL-AD
from baseline to 3 months for patients completing Peaceful Mind relative to those
completing UC (see Table 2); but group differences on the PSWQ-A, GAI, and GDS from
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baseline to 3 months were not significant. From baseline to 6 months, there were no group
differences in change on any patient self-report outcomes. The same pattern of statistical
findings emerged for completer analyses.

Secondary Outcomes for Collaterals

Collaterals of patients receiving Peaceful Mind reported significantly greater decreases in
NPI anxiety distress from baseline to 3 months than collaterals of patients receiving UC (see
Table 2). Treatment groups did not differ, however, in collateral ratings on the PHQ-9
during this interval. Peaceful Mind and UC did not differ significantly from baseline to 6
months on any collateral measures. Completer analyses revealed the same pattern of results.
Analyses were repeated, including baseline collateral PHQ-9 as a covariate, and revealed
similar findings, except that differences were no longer significant between Peaceful Mind
and UC from baseline to 3 months for NPI Anxiety distress, ~(1, 15.72) = 2.25, p=.15.
Amount of homework completed and amount of collateral-patient contact were not
associated with any secondary outcomes for patients/collaterals completing Peaceful Mind
(all pvalues > .05).

Program Satisfaction

Ten (90.9%) collaterals from the 11 dyads completing Peaceful Mind rated the quality of the
program. Collaterals thought the service quality was excellent (M= 3.9, SD=.32), and
Peaceful Mind helped them a great deal to manage their problems more effectively (M= 3.7,
SD = .48). Overall, collaterals were very satisfied with the service they received (M= 4.00,
SD = 0.00); all reported that the program helped them know how to respond to their loved
one’s anxiety, and all but one noted positive effects on communication. No consistent
negative impacts were noted. Fifty percent of collaterals had no suggestions for changing the
program, two recommended longer treatment, two had suggestions for altering materials for
patients, and one mentioned a need to adapt the program further, as many patients cannot
retain information.

Discussion

Feasibility of the Peaceful Mind intervention was demonstrated in a number of ways. First,
the inclusion rate from direct provider referral (39%) was comparable to studies of
depression treatment among older adults with executive dysfunction (43%), (24, 27, 28) and
inclusion via facilitated provider referral (16%) was comparable to our own prior work using
a similar recruitment strategy (14%). (32) In addition, attrition from Peaceful Mind was
within the range of rates reported in clinical trials of late-life anxiety treatment among
patients without cognitive impairment, (60) although patients with greater anxiety according
to the RAID were less likely to complete the intervention. Most patients with dementia and
their collaterals were able to participate together in the intervention for an average of nine
sessions over 3 months. This finding is of particular note, given that the majority of patients
included here had dementia of moderate severity; and skills training was directed toward
patients rather than collaterals/caregivers. Patients with any diagnosis of dementia or with
dementia of moderate severity have been excluded from prior trials of CBT-based
interventions for depression in patients with cognitive impairment, (24, 27, 28) and many
interventions offered to patients with a wider range of dementia severity are caregiver-
focused. (26) Elective skills most frequently used with Peaceful Mind included coping self-
statements and behavioral activation. Patients and/or collaterals were able to complete home
practice assignments, and collaterals reported high satisfaction and improved
communication. The importance of dyadic interventions for patients with dementia and their
collaterals/caregivers has been highlighted in other dementia research (23) and in
discussions of intervention development. (61)
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Symptom outcomes following Peaceful Mind also were positive. At 3 months, after skills-
training sessions, patients who received the intervention were rated by clinicians as less
anxious; and they rated themselves as having higher quality of life. Collaterals who
participated in the intervention reported less distress related to their loved ones’ anxiety.
Contrary to predictions, however, no positive effects of Peaceful Mind were noted on patient
self-reported worry, anxiety, or depression or on collateral depression. The lack of findings
on patient self-report measures may result from underreporting of symptoms among patients
relative to collateral ratings (4) and general difficulties inherent in self-report measures for
patients with dementia. (62) Lack of findings related to collateral depression may result
from the relatively low level of depression in this subgroup. Samples of caregivers often
report higher rates of anxiety and depression than the sample in this study; but, here, many
participating collaterals were not primary caregivers, and range of time in dyadic interaction
varied widely across dyads. Nevertheless, more attention to collateral needs and the nature
of the coaching role may be important in future revisions to Peaceful Mind. Additional
modifications also may be needed for patients with more severe anxiety, as those who failed
to complete the intervention had significantly higher anxiety according to the RAID.

The general lack of positive Peaceful Mind effects at 6 months for all outcomes may
underscore a suggestion made by two collaterals that the intervention may require a longer
treatment interval. Although dyads participated in an average of 66% of the available
booster sessions and reported some skills practice during the 3-month follow-up interval,
spacing skill sessions over a longer interval of time may facilitate increased learning and
practice. Increased duration of treatment, however, would need to take into account
continued changes in the patient’s cognitive ability, the changing nature of the dyadic
interaction, the potential for even higher attrition, (61) and cost effectiveness. The
intervention as currently delivered is time-intensive and potentially expensive. However, if
the same number of skills sessions were offered over a longer treatment interval, cost would
not be enhanced significantly. Further, traditional insurance coverage is not the most likely
source of reimbursement. People with dementia and their caregivers receive services
through a range of settings, including many community agencies, and in diverse living
environments, such as assisted living. In these settings, funding is braided from several
different public and private sources (Older American’s Act, Medicare, Medicaid, private
philanthropy, etc.); and community agency service providers have demonstrated interest and
capacity to implement evidence-based practices within current services, sometimes
replacing programs without evidence. (63, 64)

The primary limitation of this pilot study is the use of a UC control condition that failed to
control for non-specific treatment factors, such as time and attention. Future trials will need
to test outcomes of Peaceful Mind relative to alternative interventions that control for non-
specific effects (e.g., supportive counseling, relaxation training) and are potentially effective
and less expensive. (15) Future trials also require much larger samples that will provide
sufficient power to detect smaller, but meaningful, clinical outcomes and facilitate testing of
potential moderating and mediating variables (e.g., homework adherence, patient-collateral
contact, medication use, etc.). The current sample had 80% power to detect very large
effects (¢= 1.05) but only 57% and 27% power to detect the large (d = .80) and moderate
effects (d = .50) that are characteristic of late-life anxiety trials for patients without cognitive
impairment. (32) Future trials also may test the value of Peaceful Mind offered by providers
with greater expertise in home-based treatments and interventions for patients with dementia
and their families. Although less experienced providers can be taught to deliver mental
health interventions with adequate competence and outcomes, ratings of clinician adherence
and competence in this pilot study were lower than in prior trials of late-life anxiety in
patients without cognitive impairment. (32) Future studies that include clinic- and
community-based providers also would better represent real-world care. The Peaceful Mind
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intervention also could be tested in alternative treatment settings, such as assisted living and
community care settings, where staff could serve in collateral roles. The current preliminary
data support the readiness of Peaceful Mind for future comparative clinical trials of these

types.
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Figure 1.
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Flow of participants through the study.

Am J Geriatr Psychiatry. Author manuscript; available in PMC 2014 July 01.

Page 14



Page 15

Stanley et al.

o1donoyaAsd Jo JaquinN

(96) N 'uoiesIpaw
a1dosnoyoAsd auo ises| 1y

suoedIpaN
4
110G
j<[aje]
SON enuswaq
Je|naseA
Apoq Ama
SENENAV

\\\&\2 ‘sisoufelp enuswag
P82IOAIP/PAMOPIM
paLe

(%)
N ‘(quaned) smess [elrein

#(9) N *(uaned) oiuedsiH
JEMTe)
[e1oRInIN
xoeld
3MUM
k§\ N ‘(uaned) soey
EIE][o}e)
$59] 10 [00Y2S YBIH
(96) N ‘(uaned) uonesnp3
(96) N ‘(3uaiyed) ajewad

(as) uesw ‘(yusned) aby

v1°0 (80 05T @Dert omteT
69°0 (e18) €T (8'89) TT (0's2) vz
(8ev) L (gz9) ot (1°€9) LT
(€'95) 6 (§28)9 (6'9v) ST
870
(0s2) v (0s2) v (0's2) 8
(€91 (G494 (re) e
[N (00o (€9t (TeT
(8'89) 1T (€'99) 6 (529) 0z
(009) 8 (8ew) L (6'9v) ST
(009) 8 (€99) 6 (1°€9) LT
00T
0T'0 (00 o (L9 v (een) v
(00o (881) € (¥6) e
(€9t (00o (TeT
9’0 (528) 9 (€9t (612) L
(€'95) 6 (os)zt (9°59) T2
(8€v) L (g29) 0T (1°€9) LT
870 (€'95) 6 (§28)9 (6°9v) ST
00T (€99) 6 (g29) o1 (v'69) 6T
260 (168)96L (¥S01)92L  (896)98L
(91
=u) puliN (ce
BneAd  gr=u)on  njpoeed = N) BB
T algel

NIH-PA Author Manuscript

suosLiedwo? [ealunjd pue aiydeibowsap auljaseg

NIH-PA Author Manuscript

NIH-PA Author Manuscript

Am J Geriatr Psychiatry. Author manuscript; available in PMC 2014 July 01.



Page 16

Stanley et al.

'1S81 10BX® S, Jaysi 10 1581 N-ABUIYA-UUBIA-UOX0D|IAA Buish ‘O pue pullAl [ngaoesd sesedwod anfeA d
N

alreuuonsang) yjesH
JusNed = OHd 9sessIp s, Jawiayz|y ul 3417 Jo Ajend = gv-100 ‘9[eds uoissaidaq o1IeLeD = SA9 ‘AI0JUaAU| ABIXUY JLTRLIAD = VO ‘pateInsIqqy/-alreuuonsand) ALIOAA a1€lS uuad = -OMSd 9[eds
enuswa ul Adixuy Buney = 1wy ‘Alojusaul ou1eIYIASAoINaN = [N ‘UORIPT YN0 ‘SI9pJ0SIQ (21U JO [ENUBWY [BIIISHEIS PUB 21ISoubBIq =AJ-WSa ‘PaIsIubIs asImMIaylo 10U = SON ‘84ed [ensn = JN

200 (169)8°2 (95°€) 9 (sz9) s ¥2-0  6-OHd

ssansiqg Janibaled
S6°0 (T2 ve (961) €T (181)€C g0 -- KBIxuy IdN

190 (een)Tse  (£9)g9e  (eT) 09 ?G-€T av-100
€50 (2sv9) 0T (6TL) V6 (08'9) T'OT 0e-0  sao
vS'0 (01'9) 29 (L0'9) 0'g (85'9) 8'S 0z-0  Iv9
920 (652)88T (w2 09T (68 VLT o8  V-OMSd
90 (rze)zor  (069)6€T (LS T'ST ¥S-0  dIvyd

[e10L
00T (TT°8) 9% (91v) 8¥ (€9€) L'y 121-0 -~ AlBIxuy [dN
$8100S
10
(ze abuey (@as)

aneAd (9T =u)dN (9T =) Nd  =N) lleI8BADQ  3]qISSOd UpaLL ‘S3109S JUBISSASSY

00T (eTe) S (§28) 9 (rve) 1T sisouBeip oN
(%) N ‘uoissaidap
00T (8€v) L (8ev) L (8ev) ¥1 pue AJaIxue pigIowo)
00T (000 (00o (T1e)71 (%) N ‘uoissaida@
00T (gene (€9t (881) 9 (%) N ‘Rivixue 18Y10
00T (€9t (gzn)e (¥8ep) vT (%) N 'avo
sasoubeig
AIFNSQ [ediduld
(%)
€€0 (0s2) v (€97 (9s1) & NV‘uoneaipaw anoudAH
(%) N ‘uonedIpaw
00T (881) € (881) € (881) 9 a10yaAsd-nuy
(%) N ‘uonedlpaw
00T (e'95) 6 (ge9) o1 (¥'65) 61 Juessaidap-nuy
(%) N
00T (gene (gzne (gzn v ‘uoneaIpawW ABIXUB-NUY
(gs) ueaw ‘suonedipaw
(91
=U) puIiN (ce

BNeAd  (gr=u)on  |njpoeed = N) RPN

NIH-PA Author Manuscript NIH-PA Author Manuscript NIH-PA Author Manuscript

Am J Geriatr Psychiatry. Author manuscript; available in PMC 2014 July 01.



Page 17

Stanley et al.

158] 10BX3 S, Jaysi4 Bunonpuod a10yaq dnoib suo ojul pasde||od 810418y} 818M pue pasiopus Apusnbaliul 81em SON BRUBWAQ pue ‘JejnaseA ‘Apog Ama ] !

*A1191UuY38 Uo eYep apiAo.d Jou pip sjuaired 0>>¢

'159] 10BX3 S, Jaysi4 Bunonpuod a1oyaq dnoib suo ojul pasde]|0o 810818} aJam pue pasiopua Ajjuanbaljul a1am sa11069]ed Jaylo pue ‘[elorinnw ‘yoeg

/
NIH-PA Author Manuscript NIH-PA Author Manuscript

NIH-PA Author Manuscript

Am J Geriatr Psychiatry. Author manuscript; available in PMC 2014 July 01.



Page 18

Stanley et al.

S[eJa1e]|0D 10} SaWo2INO AIepuodss

(28 ‘26-) (8ot'1) (08°7T'82) (612'T) (o9 Tse (ev2)9ze (261 TSe ON
178 100° av-100
4% 4% S0'T 288 (Bzv)g9e  (v2g)88e  (1£9)89¢ INd
(T0'T ‘or'-) (gst'r) (92 '29-) (6vT'T) (s6998L (1€9)z6 (LS9 L0T ON
6¢e’ 8 0£-SA9
1€ YA L0 708 (982)zs  (eme6L  (6T)¥6 WNd
(21 '62-) (991'1) (6L '09™-) 8vz't) (z9ey (sgedzs (1929 oN
sz 6. VO
w wT orT’ 10° (1se)ee (€8 vy (090G WNd
(90T ‘se™-) (ovt'm) (2L '99-) (Lvz't) (enzot (818)z8T (652)88T 2N
€ €6’ v-OMSd
9e 90T €0’ 10’ (s9'2)est (629 8ST (PT2)09T WNd
Sjuslled 10jJ SswodnQ ?.mu:oowm
(v6" ‘ov"-) (o1T'1) (927 '6T) (8€r't) (686)7LT (688)T6T (¥2'8)29T ON
05’ ¥10° aivd
74 8y’ 66’ v8'L (26'9)6TT (€29)€0T (069)6'€T  Nd
(92°1 '6T°-) (621'7) (VT 'S50-) (181'1T) (e8€)6c (18€)6E  (TTE)9¥ ON
. . (1er01)
Gl 190 XUV 1dN
iy or'e 69’ 08¢ r8)stT (DT (OTv)8r  WWd
sawoaNQ Asewid
GO %se) 4 0P GO %se) «(Ip)
p | p 4
(9z =) (9z =) (ce=N)
ON-9 ON-€ auljsed

199413 Wwewiresl |
yiuow-9-1g

10943 1uewires |
yiuow-g-19d

NIH-PA Author Manuscript

SUIUOIA 9 0] Buljaseg pue SYIUOA € 0] auljaseq J0J SasAjeuy awoaInQ Jea. ] -01-1ualu|

¢?olqel

NIH-PA Author Manuscript

NIH-PA Author Manuscript

Am J Geriatr Psychiatry. Author manuscript; available in PMC 2014 July 01.



Page 19

Stanley et al.

NIH-PA Author Manuscript

alreuuonsang yieaH juaied = OHJ ‘aseasip s, Jawiayz)y ul a1 0 A1end = av-100 ‘8[eas uoissaidaq d11eLas = a9 ‘AI0juaAu|
A1BIXUY OLIBLIBD) = |VO ‘paleIAaIgqy/-aireuuonsand) ALIOA 8181S uusd = V-OMSd ‘9]eds enuawaq ul Alsixuy Buney = q1vy ‘ejeasqns Asixuy-Alojuaau| oLneiyoAsdoinaN = IXUy |dN ‘auljsseq = g

"6 SI WOPaal} J0 s8a1Bap 10119 819]dwo) *8suodsal-Uuou 0) 8NP 3oUBLIBA Ul 8Se810Ul
aAIIR[a4 puRe suoleINdwWl JO JBQUINU UO paseq ‘paisnipe ase Wopaaiy 4o $99163p J0JeUILIOUSP/I01IT S2109S 3UI|9Seq dAIIIBASal 104 P3]|0IU0D SISARUY JUBLISSISSE LIS 18 SUB3W PAAISSGO aJe SUBS|Al (910N

(rez 1) (89T'T) (W2v)z9 (s69)29 (169)8L 2N
(T0°T '6€™-) (¥6" ‘9v'-) ]
Ie oc- e o5 6-OHd
L 8y’ (or2)6c  (1ze)6e  (95€)9€  INd
(80°T '€e™-) (zot't) (697T'9T) (8sT'7) (e8Tez (881797 (2TDve  on
. ) (ssansip)
0 170 XUV 1dN
8¢’ vT'T 76’ 80°L (181) 21 rns (96'T)e  Nd
GI0o%se) 4  «OP) GO %) g «(4p)
P B p |
(9z =) (9z =) (ce=N)
ON-9 ON-E sulgseg  —
109443 WBWIEa .l | 199443 JUSWITE |
yiuow-9-1g Yyiuow-g-1g

NIH-PA Author Manuscript

NIH-PA Author Manuscript

Am J Geriatr Psychiatry. Author manuscript; available in PMC 2014 July 01.



