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Abstract

Background and Purpose—Establishing evidence of content validity and satisfaction is an
integral part of intervention research. The purpose of this article is to describe content validity and
satisfaction relative to the Telephone Assessment and Skill-Building Kit (TASK), an 8-week
follow-up program based on individualized assessment of stroke caregiver needs.

Design and Methods—The TASK intervention enables caregivers to develop skills based on
assessment of their own needs. During the development of the TASK program, 10 experts rated the
validity of the TASK intervention components for accuracy, feasibility, acceptability, and problem
relevance. After incorporating feedback from the experts, a randomized controlled clinical trial
was instituted using a convenience sample of 40 stroke caregivers to determine satisfaction
(usefulness, case of use, and acceptability) with the TASK intervention (7=21) compared with an
attention control group (/7=19). Data collection occurred between March 2005 and June 2006. Data
were analyzed using descriptive statistics, independent sample t tests, and content analysis.

Findings—Expert ratings on a 1 to 5 scale, with 5 being strongly agree, provided evidence of
content validity (accuracy 4.71, feasibility 4.46, acceptability 4.40, problem relevance 4.67).
Caregivers in the TASK group scored significantly higher than the attention control group on all
satisfaction measures (usefulness p=.02; ease of use p=.02; acceptability p=.05). Qualitative
comments from caregivers provided further evidence of satisfaction.

Correspondence: Dr. Tamilyn Bakas, Indiana University School of Nursing, 1111 Middle Drive, NU 417, Indianapolis, IN 46202.
tbakas@iupui.edu.
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Conclusions—Evidence of content validity and user satisfaction for the TASK intervention
relative to an attention control group was found.

Clinical Relevance—The TASK program may be a viable telephone-based program that can be
implemented by nurses to support family caregivers during the first few months after stroke
survivors are discharged home.
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With stroke being a leading cause of long-term disability (Lloyd-Jones et al., 2009), families
are increasingly being faced with the responsibility for providing care for stroke survivors.
Intervention programs that address the unmet needs of stroke family caregivers have been
recommended in the literature (Bakas et al., 2009; Visser-Meily, van Heugten, Post,
Schepers. & Lindeman, 2005), as well as in current patient care guidelines fur stroke
rehabilitation (Duncan et al., 2005; Van Heugien, Visser-Meily, Post, & Lindeman, 2006),
Before being tested for efficacy in a large study, such intervention programs must be shown
to have content validity and to be acceptable to caregivers. The purpose of this paper is to
describe the content validity of and satisfaction with the Telephone Assessment and Skill-
Building Kit (TASK), an 8-week follow-up program based on assessment of stroke caregiver
needs.

Background

Globally, families provide the most care for dependent persons, regardless of whether they
live in developed or developing countries (American Association of Retired Persons. 2009).
The National Caregiver Alliance's National Center on Caregiving has recommended policy
changes and further research to promote the use of caregiver assessment tools and protocols
across healthcare settings to improve the support and services for family caregivers (Family
Caregiver Alliance, 2006a, 2006b). Caregiver programs and services are especially needed
for stroke family caregivers because stroke-related motor, sensory, visual, language,
cognitive, and affective impairments make stroke the leading cause of serious, long-term
disability (Kelly-Hayes et al., 1998; Lloyd-Jones et al., 2009). Stroke caregivers commonly
experience a variety of unmet needs, and the assessment of their needs from the caregiver's
perspective is increasingly emphasized in the literature (Bakas, Austin, Okonkwo, Lewis, &
Chadwick, 2002; King & Semik, 2006; Visser-Meily et al., 2005), as well as in current
patient care guidelines for stroke rehabilitation (Duncan et al., 2005; Van Heugten et al.
2006).

Research demonstrating efficacy of stroke caregiver interventions has produced conflicting
results. For example, Visser-Meily and colleagues (2005) found that fewer than half of the
studies they reviewed on stroke caregiver interventions provided positive results on one or
more outcome measures. Most studies found that the provision of passive information alone
has little effect on stroke caregivers (Smith et al., 2008), whereas studies that combined
education with active strategies such as problem-solving strategies were more effective
(Grant, Elliott, Weaver, Bartolucci, & Giger. 2002; Smith et al., 2008; ven den Heuvel, de
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Witte, Nooyen-Haazen, Sanderman, & Meyboomde Jong, 2000). Consistent with
recommendations to focus on stroke caregiver needs. Bakas and colleagues (2009) found
that their skill-building intervention based on individualized assessment of needs, resulted in
significantly improved optimism, reduced difficulty with tasks, and lower threat appraisal
associated with providing care.

Assuring that the content of interventions is valid and obtaining evidence of satisfaction by
users is very important before large-scale and costly efficacy studies are conducted.
Interventions that are efficacious in improving outcomes, but lack evidence of caregiver
perceptions of usefulness, ease of use, acceptability, as well as overall satisfaction, would
have little value in practice settings. Furthermore, documenting stroke caregiver satisfaction
with interventions is consistent with the Institute of Medicine's (2001) priority for patient-
centered outcomes based on respect for the needs, values, and preferences of individuals.

Design and Methods

The focus of this paper is to describe the process by which content validity of the TASK
program components was assessed by experts, as well as how caregiver satisfaction with the
TASK intervention group (7=21) compared with an attention control group (/7=19).
Qualitative comments from caregivers in both groups were analyzed as well. Efficacy of the
TASK program for stroke caregivers was tested using an experimental design, with those
results reported elsewhere (Bakas et al., 2009).

TASK Intervention and Attention Control Procedures

TASK intervention

The TASK, intervention enables caregivers to develop skills based on assessment of their
own needs in five main areas: (a) finding information about stroke, (b) managing survivor
emotions and behaviors, (c) providing physical care, (d) providing instrumental care, and (e)
dealing with one's own personal responses to providing care (Bakas et al., 2009). First,
stroke caregiver needs were self-assessed using the Caregiver Needs and Concerns Checklist
(CNCC; Bakas et al., 2002). Individualized skill-building interventions were then delivered
based on self-assessed priority needs. The TASK intervention included a notebook
containing written “tip sheets” that was mailed to caregivers at the beginning of the program.
Nurses then provided eight weekly telephone calls to assist caregivers in assessing their own
needs and delivering individualized interventions using the notebook as a guide.

Written tip sheets were initially developed for each of the 32 items in the CNCC addressing
the five areas of skill-building needs (Bakas et al., 2002). Content for the tip sheets was
derived from existing literature as well as from qualitative interviews with stroke caregivers
(Bakas et al., 2002). Nine tip sheets addressed finding information about stroke, including
warning signs, lifestyle changes, risk factors, medications, and where to find more
information and resources for providing care. Seven tip sheets focused on managing
emotions and behaviors of the stroke survivor, including depressive symptoms, feelings of
dependency, changes in personality and thinking, difficult behaviors, social activities, and
communication problems. Five tip sheets addressed providing physical care and included
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strategies for assisting the survivor with medications, exercises, mobility and falls, eating
and swallowing difficulties, and providing personal care (e.g., bathing, dressing,
incontinence), Four tip sheets addressed providing instrumental care, such as managing
finances, providing transportation, and finding respite care. Seven tip sheets addressed
dealing with one's own persona! responses to providing care and covered the caregivers' own
emotions, new responsibilities, asking family and friends for help, balancing work and
family, keeping an active social life, as well as taking care of their own health. In addition,
five process tip sheets were developed to provide skill-building strategies such as
strengthening existing skills, screening for depressive symptoms, maintaining realistic
expectations, problem solving, and communicating with health professionals. A workbook
detailing stress management strategies (Beck, Rush, Shaw, & Emery, 1979; Burns, 1999;
Greenbarger & Padesky. 1995) was specifically developed for the survivor and the caregiver.
The process tip sheets and the stress management workbook were originally based on
Lazarus' Theory of Stress and Coping (Lazarus, 1991; Lazarus & Folkman, 1984) and
Mishel's Uncertainty in lllness Theory (Mishel, 1988, 1990). The 37 tip sheets and the stress
management workbook were evaluated by 10 experts. Caregivers also received a brochure
from the American Stroke Association (ASA) that briefly described the importance of
family support, the financial impact of stroke, and taking care of oneself as a caregiver. It
also contained a list of resources as well as a list of warning signs for stroke and heart attack.
The ASA brochure provided only a fraction of the content provided in the TASK lip sheets.

Attention control

Caregivers randomized to the attention control group received eight weekly calls from a
nurse and the brochure on family caregiving from the ASA. Nurses provided active listening
and paraphrasing, but did not offer advice or information to the caregivers other than to
contact their healthcare provider or the ASA for more information.

Sample and Procedures

During the development of the TASK program, 10 experts rated the content validity ratings
of the TASK intervention components. The experts included 4 nurses (2 doctoral nurse
researchers, 1 rehabilitation nurse case manager, 1 rehabilitation nurse clinician), 1 project
manager involved in the Resources for Enhancing Alzheimer's Caregiver Health (REACH)
studies (Schulz et al., 2003), 1 neuropsychologist, and 4 experienced stroke lay caregivers.
Similar to procedures for establishing content validity for measurement tools (De Vellis,
2003; Netemeyer, Bearden, & Sharma, 2003), the experts were asked to rate the degree to
which the content in each tip sheet addressed the CNCC need or process (problem
relevance) from which it was developed. This was consistent with Trochim's (2001)
definition of content validity for interventions as translating a cause construct (what goes
into intervention) into an observation (the actual intervention). Experts were also asked to
rate the accuracy of the information, feasibility of the strategies, and acceptability of the tip
sheets for stroke caregivers. Suggestions for editorial changes and improvement in the tip
sheets were solicited as well.
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After incorporating feedback from these experts, a randomized controlled clinical trial
design was employed to compare TASK intervention satisfaction (7=21) with satisfaction in
an attention control group (/7=19). The 40 stroke caregivers were recruited within 8 weeks
after the survivor was discharged home. Data collection occurred between March 2005 and
June 2006. Details regarding recruitment, randomization, and a participant flow diagram
have been published elsewhere (Bakas et al., 2009). Most caregivers were female (73%),
spouses (58%) or adult children (25%), and Caucasian (73%) or African American (25%;
Bakas et al., 2009). There were significantly more male survivors in the attention control
group (~<.05), but adjusting for survivor gender did not influence the findings. There were
no significant differences between the groups for other caregiver and survivor characteristics
(Bakas et al., 2009). Informed consent and approval by the university institutional review
board was obtained prior to data collection.

Instruments

To assess the content validity of the TASK intervention, investigator-designed rating forms
were self-administered by the 10 experts, and then returned to the investigator either by mail
or in person. Ratings for accuracy, feasibility, acceptability, and problem relevance were
averaged across the 10 experts, with possible scores for each group of tip sheets ranging
from 1=strongly disagreeto 5=strongly agree. Ratings on the relevance of the CNCC and
intervener scripts and protocols were also obtained.

To assess satisfaction with the TASK intervention and attention control procedures,
investigator-designed rating forms were used to collect data from caregivers through
telephone interviews by research assistants. These data were collected at the end of the
intervention. Items were rated using 5-point Likert-type response scales ranging from
1=strongly disagree to 5=strongly agree. Caregivers in the TASK Intervention group
responded to the items about the TASK tip sheets. Caregivers in the attention control group
responded in reference to the ASA brochure. Average scores were computed for each sub-
scale (usefulness, ease of use, and acceptability} as well as a total score (satisfaction) so that
all possible scores ranged from 1 to 5. Internal consistency reliability estimates using
Cronbach's alpha for each of the subscales and the total satisfaction scale using the entire
sample (AV=40)were acceptable (usefulness .83; ease of use .75; acceptability .76; total
satisfaction .93). Open-ended questions regarding the TASK intervention or attention control
procedures were also asked, with caregiver responses being audio-taped and transcribed
verbatim.

Data Analysis

Data were analyzed using descriptive statistics and independent sample #tests. One-sample
Kolmogorov-Smirnov Z tests were used to assess hormality, with no significant non-
normality detected. In order to maintain an overall Type | error rate of p<.05, the procedure
outlined by Hochberg (1988) was incorporated to account for multiple tests for items within
satisfaction domains. Cohen's dwas used as a measure of effect size with ¢=2 small, ¢=.5
medium, and ¢=.8 large (Cohen, 1988). Qualitative comments from stroke caregivers in each
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group were categorized using a predetermined code list addressing the satisfaction domains
(usefulness, ease of use, acceptability) for content analysis (Miles & Huberman, 1994).

Results

Content Validity

Table 1 shows expert ratings for the TASK tip sheets within the five main areas on the
CNCC, the process tip sheets, and the stress management workbook. Mean expert ratings
provided evidence of content validity for the 32 CNCC-based tip sheets and the five process
tip sheets (accuracy 4.71, feasibility 4.46, acceptability, 4.40, problem relevance 4.67). The
stress management workbook was also rated highly by the 10 experts (average rating=4.13).
The average overall expert rating for the TASK program was 4.56. Tip sheets and TASK
intervention materials were revised based on qualitative comments made by individual
experts. As a result of the feedback, one tip sheet was deleted and two tip sheets were added.
The tip sheet that was deleted focused on finding information about where to go for one's
own healthcare needs. It was deleted because it overlapped with another tip sheet that
focused on taking care of one's own health. Based on expert reviewer recommendations, two
tip sheets were added that focused on (a) love, affection, and sexuality issues: and (b) legal
healthcare issues and social security. The current TASK notebook contains 38 written lip
sheets (33 based on the five CNCC areas; 5 on process tip sheets), a stress management
workbook, and a family caregiving brochure from the ASA. The experts also rated the
relevance of the CNCC as an assessment form for stroke caregivers (4.70), and rated the
degree to which they thought it would be feasible for stroke caregivers to receive
interventions from the nurse following the intervener script and protocol (4.00). However,
the degree to which experts thought the nurse would be able to follow the intervener script
and protocol was lower (3.60), and therefore changes were made to simplify and clarify the
script and protocol prior to implementation. Treatment fidelity (design, training, delivery,
receipt, and enactment) was monitored during implementation of the TASK program in the
randomized controlled clinical trial with details reported elsewhere (Bakas et al., 2009). The
TASK intervention and attention control procedures were delivered by four nurses who had
a current registered nurse license, and who were cross-trained for both TASK intervention
and control procedures using standardized protocols and treatment manuals (Bakas et al.,
2009).

Satisfaction

Caregiver ratings for satisfaction with the TASK intervention and attention control
procedures appear in Table 2. Caregivers in the TASK group scored significantly higher than
the attention control group on all satisfaction domains (usefulness #(38)=2.56, p=.02, a=.83;
ease of use #(38)=2.46, p=.02, d=.80; acceptability #(38)=2.00, p=.05, ¢=.65) and on overall
satisfaction £(38)=2.51, P=.02, which had a large effect size ¢=.81. When adjusting the p
values to maintain an overall Type | error rate of P<.05 for items within each satisfaction
domain (Hochberg, 1988), rejection of the null was consistent using both adjusted and
unadjusted values.
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Qualitative comments from the TASK group

Within the usefulness category, all of the caregivers in the TASK group indicated that the
program helped them. A few representative quotes from this category are presented here. A
male adult child caregiver said, “I'd never been in this situation before and I had absolutely
no due of what to do or how to go about anything, so | think the information that you
provided was just what | needed.” A female adult child caregiver said,

I was kind of down in the dumps and that (tip sheet on depression) helped me a
lot... I want to thank you for entering me into the program because honestly, | cried
a bunch on those nurses' shoulders and | really appreciate it.

A female spouse caregiver said, “(The TASK program) opened my eyes up, made my mind
up, showed | had to take care of me. | was neglecting myself. I think I'm beginning to take
care of myself now.” Other caregivers in the TASK group talked about how much the tip
sheets helped them and how they felt supported by the nurse, Within the ease of use
category, a female adult child caregiver in the TASK group said,

If | had a question. | could go into this notebook and find what I needed even up to
and including calling the doctor and insisting that they give me an answer. | think
as a reference the pages are just wonderful and I've found myself going back and
rereading some of the same ones (tip sheets) over and over again.

A female spouse caregiver said, “I feel like we've been given some excellent tools and
guidelines to help us get through this.” Within the acceptability category, a female adult
child caregiver in the TASK group said.

When you called me | didn't realize | needed help because | was a superwoman and
| was going to do it if it killed me... and it almost killed me... What I like about it
is that you not only deal with the issues of the person with stroke, but you also deal
with the health issues and things of the caregiver.

All of the caregivers in the TASK group said they would recommend the program to other
caregivers.

Qualitative comments from the attention control group

Most of the caregivers in the attention control group (17 of 19; 89%) said that the program
helped them. Within the usefulness category, a representative comment by a female spouse
caregiver in this group was, “It was just a real comfort to me to have that call and for
somebody to just listen to what | was going through... This has helped me... it really has.”
Within the ease of use category, a caregiver (aunt) said. “My work schedule is erratic, but
everybody has been very accommodating.” A female spouse caregiver said, “And you don't
have to initiate the call, you know, it just happens.” Within the acceptability domain, a
typical comment by a female adult child caregiver was, “The nurses call me and | enjoy
talking with them.” A female caregiver in the attention control group said, “I would have
liked basically the things that | know about strokes or things I looked up on the Internet.” All
of the caregivers in the attention control group said they would recommend the program to
other caregivers.
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Discussion

Content Validity

Satisfaction

Establishing evidence of content validity for newly developed interventions from experts is
an important component of intervention research. This study is unique in that a group of 10
content experts (nurses, project manager, neuropsychologist, and lay caregivers) provided
positive ratings for tip sheets that made up the written components of the TASK program.
The use of experts not only provided evidence of content validity for the TASK program, but
also revealed important areas that could be further strengthened prior to testing the
intervention. For example, comments made by experts resulted in further refinement of
specific tip sheets and the addition of two others. Lower expert ratings regarding how well
nurses would be able to follow the intervener script and protocol led to important revisions
to improve this process. Researchers are urged to consider the use of content experts early in
the development of interventions so that important revisions can be made before testing
interventions in costly clinical trials.

With the current emphasis on respect for the needs. values, and preferences of individuals
(Institute of Medicine, 2001), measuring satisfaction is a key component of intervention
research (Royse, Thyer, Padgett, & Logan, 2001). Satisfaction (usefulness, ease of use,
acceptability) was measured using a scale specifically designed for this study that showed
acceptable evidence of internal consistency reliability in the subscales as well as the total
scale. Although satisfaction ratings were positive for both TASK intervention and attention
control groups (above the 3.0 scale midpoint for all of the items), ratings were significantly
higher for caregivers in the TASK group. These findings are encouraging because not only
does it show that the TASK program is preferred, but that caregivers in the attention control
group also benefited from the study. Showing that an attention control group can benefit has
important implications for future clinical trials in terms of retaining participants in the
control condition. In fact, scores were similar for both groups on items such as “The calls
from the nurse each week were convenient” and “I liked getting calls from the nurse.” These
findings also underscore the importance of having real-time interactions with the nurse.
However, scores on items such as “The (TASK tip sheets; ASA pamphlet) addressed the
problems | was having” and “The nurse addressed things | wanted to know” were
significantly higher for the TASK program.

Another positive aspect of this study was the richness of the qualitative data that provided a
better understanding of the actual experiences of the caregivers enrolled in the study.
Qualitative data were categorized according to the three satisfaction domains explored in this
study (usefulness, ease of use, acceptability). The findings clearly supported the three areas
and the key quotes provided insight Into the value of both TASK and attention control
procedures. Many of the quotes, in fact, mirrored items In the Satisfaction Scale, providing
even more support for the scale's validity. For example, the quote from a caregiver in the
TASK group “So | think the information you provided was just what | needed” mirrors the
usefulness item “The nurse addressed things | wanted to know.” The quote “What | like
about it is that you not only deal with the issues of the person with stroke, but you also deal
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with the health issues and things of the caregiver” more fully illustrates the acceptability
items in Table 2. This quote was especially illustrative in that the caregiver realized that she
was not a superhero. The quote from a caregiver in the attention control group that stated “I
would have liked basically the things that | know about strokes or things | looked up on the
Internet” is consistent with the significantly lower ratings that the attention control group
had on the item “The nurse addressed things that | wanted to know.” The similarity of the
qualitative findings with the satisfaction items provide further support for the scale, and also
provide more detailed insight as to the benefits of the TASK program.

Although a small sample size is appropriate for testing the feasibility of a new intervention,
generalizability of the findings from this study is limited to family caregivers of stroke
survivors who are predominantly female, spouses, adult children, and either Caucasian or
African American. Further research is recommended that includes more ethnically diverse
stroke caregivers from a variety of national and international settings.

Conclusions

Establishing evidence of content validity and user satisfaction for interventions is important
before conducting large clinical trials of efficacy. In this study, an intervention aimed at
caregivers of stroke survivors, the TASK program, demonstrated evidence of content validity
and user satisfaction. Qualitative data provided further support for satisfaction with the
TASK program over an attention control group. The TASK is a promising intervention,
having shown preliminary efficacy in a small sample (Bakas et al., 2009), and future
research to test its efficacy and effectiveness in a large sample is needed. If shown to be
effective in future studies, the TASK program may be a viable telephone-based program that
can be implemented by nurses to support family caregivers during the first few months after
stroke survivors are discharged home.
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Clinical Resources

The following Web sites provide more information about stroke and family caregiving
that may be useful for incorporating new knowledge into practice.

. American Stroke Association: www.strokeassociation.org

National Stroke Association: www.stroke.org

National Family Caregivers Association: http://www.thefamilycaregiver.org/
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