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Abstract

Background: Alzheimer's disease and related dementias (ADRD) impact a woman's life expectancy and her ability
to participate in medical decision-making about breast cancer screening, necessitating the involvement of family
caregivers. Making decisions about mammography screening for women with ADRD is stressful. There are no data
that suggest that breast cancer screening helps women with ADRD live longer or better. Decision aids may improve
the quality of decision-making about mammography for ADRD patients and may inform family caregivers about the
risks, benefits, and need for decision-making around mammography screening.

Methods/design: The Decisions about Cancer Screening in Alzheimer’s Disease (DECAD) trial, a randomized controlled
clinical trial, will enroll 426 dyads of older women with ADRD (275 years) and a family caregiver from clinics and primary-
care practices in Indiana to test a novel, evidence-based decision aid. This decision aid includes information about the
impact of ADRD on life expectancy, the benefit of mammograms, and the impact on the quality of life for older women
with ADRD. Dyads will be randomized to receive the decision aid or active control information about home safety. This
trial will examine the effect on the caregiver's decisional conflict (primary outcome) and the caregiver's decision-making
self-efficacy (secondary outcome). A second follow-up at 15 months will include a brief, semi-structured interview with
the caregiver regarding the patient’s experience with mammograms and decision-making about mammograms. At the
same time, a review of the patient’s electronic medical record (EMR) will look at discussions about mammography with
their primary-care physician and mammogram orders, receipt, results, and burden (e.g., additional diagnostic procedures
due to false-positive results, identification of an abnormality on the screening exam but further work-up declined, and
identification of a clinically unimportant cancer). A third follow-up at 24 months will extract EMR data on mammogram
orders, occurrences, results, and the burden of mammograms.

Discussion: We hypothesize that caregivers who receive the decision aid will have lower levels of decisional conflict and
higher levels of decision-making self-efficacy compared to the control group. We also hypothesize that the DECAD
decision aid will reduce mammography use among older women with ADRD.

Trial registration: Clinical Trials Register, NCT03282097. Registered on 13 September 2017.
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Background

The incidence of both Alzheimer’s disease and related de-
mentias (ADRD) and breast cancer increases with age [1, 2];
thus, many older women with ADRD are faced with ques-
tions about breast cancer screening [3, 4]. Some current rec-
ommendations for breast cancer screening use life
expectancy (e.g., age, functional status, and co-morbidity
status) to form their guidelines on the clinical appropriate-
ness of mammography [5-12] (http://www.choosingwise-
ly.org/clinician-lists/amda-cancer-screenings-if-life-expectan-
cy-less-than-10-years/). The data suggest that women need a
life expectancy of 10 years to have a mortality benefit from
mammography screening. Some guidelines specifically
recommend not screening women with a life expectancy
<10 years [5, 6, 8, 9, 11-15] (http://www.choosingwisely.org/
clinician-lists/society-general-internal-medicine-cancer-scree-
ning-in-adults-with-life-expectancy-less-than-10-years/) and
note that screening beyond 75 years of age should be
approached with caution due to the increased burden and
risk of overdiagnosis and overtreatment [7, 8, 11, 16]. The
average life expectancy of older women with ADRD is
<10 years [16-21], and approximately 26% of women with
ADRD (over 800,000 in the U.. population) receive
screening mammograms annually at an average annual cost
of $32 million [2, 22] (http://www.choosingwisely.org/clini-
cian-lists/society-general-internal-medicine-cancer-screenin-
g-in-adults-with-life-expectancy-less-than-10-years/). While
some women with ADRD discontinue mammograms as they
age or become more impaired, many continue, even fol-
lowing a serious health event, such as a myocardial infarc-
tion or stroke, or well beyond the time that it is clinically
beneficial [3, 4, 15, 19, 22-25] (http://www.choosingwise-
ly.org/clinician-lists/amda-cancer-screenings-if-life-expec-
tancy-less-than-10-years/).

The risks, burdens, and harms of mammography
screening for older women with ADRD are both physical
and psychological and encompass medical interventions
often referred to as the treatment cascade [26, 27].
Screening women with ADRD can potentially put them
at risk of physical and psychological harm as a result of
overdiagnosis, overtreatment, additional tests due to
false positives, and the identification of a clinically unim-
portant cancer [4, 25, 28, 29]. Women with ADRD may
also experience additional burdens because of their cog-
nitive impairment. For example, these women may not
understand the purpose of the test or become confused
or agitated when waiting or having the test conducted
[22, 25, 30, 31]. The test itself has been reported by care-
givers as more burdensome for older women with
ADRD [4, 32]. Conversely, while mammography screen-
ing may not help older women with ADRD live longer, it
may help find breast cancers earlier when they are easier
to treat [33]. Therefore, it is important that women with
ADRD and their caregivers have all the pertinent
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information needed to make an informed decision about
screening.

Because ADRD can impact a woman’s ability to par-
ticipate in her medical decision-making about breast
cancer screening [31, 34, 35], family and non-paid friend
caregivers (hereafter referred to as caregivers) are fre-
quently involved in making decisions about mammog-
raphy [3, 4, 32, 36]. Caregivers report stress, decisional
conflict, and a lack of knowledge about and confidence
in making mammography decisions for their relative
with ADRD [3, 4, 28, 37], which can increase their bur-
den [35, 36, 38]. Additionally, they cite concerns that
screening tests may continue due to scheduled re-
minders or habit, even when the test becomes more bur-
densome and less beneficial to the patient [4, 28].
Informational tools, such as decision aids, that describe
the proximate risks and distant benefits [39] of mam-
mography based on an individual’s life expectancy, co-
morbidity status, and personal preference may reduce
caregiver decisional conflict and decision-making
self-efficacy, and facilitate screening discussions between
ADRD caregivers and primary-care physicians (PCPs)
[40-46]. For example, Hanson et al. [43] created and
tested a decision aid for surrogates of nursing home resi-
dents with ADRD to support caregiver decisions about
feeding options. They found that a decision aid de-
creased caregivers’ decisional conflict, improved their
knowledge scores, and enhanced discussions with pro-
viders about feeding options. These studies support the
potential impact of decision aids on improved ADRD
patient and caregiver outcomes.

To fill the gap in providing ADRD patients and their
caregivers with decision support about mammography
screening, we created a new decision aid that is written
for ADRD caregivers and is specific for older women
with ADRD. The design of this decision aid was in-
formed by a decision aid on mammography screening
for older women without dementia developed by Dr.
Mara Schonberg (co-investigator) [47, 48], our pilot
work [28, 32], and critera established for the develop-
ment and testing of evidence-based decision aids [49].
Our research team is now conducting a randomized
controlled trial, Decisions about Cancer Screening in
Alzheimer’s Disease (DECAD), to test if this new
evidence-based decision aid can improve the quality of
decision-making about mammography in older women
with ADRD. The primary outcome is a caregiver-
assessed measure of decisional conflict about breast
cancer screening. Secondary outcomes include other
measures of decision quality and utilization of mammo-
grams. We hypothesize that caregivers of patients who
use the decision aid will have lower levels of decisional
conflict as measured by the decisional conflict scale
(DCS) and higher levels of decision-making self-efficacy
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as measured by the decision self-efficacy scale (DSE)
compared to the control group. We also hypothesize
that the DECAD decision aid will reduce mammography
use among older women with ADRD within the
follow-up period of 24 months.

Methods/design

DECAD study design

The DECAD study is a multi-center randomized con-
trolled trial of an evidence-based mammography screen-
ing decision aid for older women with ADRD and their
caregivers. It will enroll 426 ADRD patient/caregiver
dyads; 213 dyads will be randomized to receive the deci-
sion aid and 213 dyads will receive an active control in
the form of a pamphlet on home safety. This study
protocol follows the Standard Protocol Items: Recom-
mendations for Interventional Trials (SPIRIT) Guide-
lines (Additional file 1). The trial will be conducted and
reported according to the reporting of pragmatic trials:
an extension of the Consolidated Standards of Reporting
Trials (CONSORT) Statement. The study has been ap-
proved by the institutional review board of Indiana Uni-
versity (1501278953A022). The DECAD trial is
registered with clinicaltrials.gov (NCT03282097).

Setting and study population

Patient/caregiver dyads for DECAD will be recruited
from the following sites, which serve diverse populations
of patients throughout Indiana, USA: the Indiana Uni-
versity Alzheimer Disease Center; the Aging Brain Care
Program at Eskenazi Health (EH); primary-care sites at
EH; the Departments of Medicine, Neurology, and
Psychiatry at Indiana University Health (IUH); primary-
care sites affiliated with IUH; support groups for ADRD
caregivers hosted by the Alzheimer’s Association-Greater
Indiana Chapter; and other organizations that support
persons with ADRD. Recruitment in the clinical sites
will occur via the Indiana University Practice-Based Re-
search Network (IU-PBRN), which covers research re-
cruitment in all primary-care practices affiliated with EH
and IUH [50]. All primary-care practices affiliated with
EH are federally qualified health centers. The Aging
Brain Care Program combines a specialty clinic and
home-based dementia collaborative care program serv-
ing patients with ADRD and other cognitive disorders.
In the state of Indiana, IUH has more than 200
primary-care providers and 150,000 patients, and it re-
ceives 330,000 annual primary-care visits. The Indiana
University Alzheimer Disease Center is one of 32 centers
funded by the National Institute on Aging that support
ADRD research in the country. Recruitment via the Alz-
heimer’s Association support groups and other commu-
nity organizations will be facilitated through the Indiana
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University Center for Aging Research Community En-
gagement Initiative [51].

Eligibility

The target population is dyads of caregivers of women
aged 75 years or older with a diagnosis of ADRD and
the woman with ADRD. The eligibility of patients will
be established through screening the Indiana Network
for Patient Care (INPC) database or the local practice
medical record. For caregivers, assessments will be con-
ducted by research assistants face-to-face or via the
telephone.

Inclusion criteria

The following inclusion criteria apply to the patients: fe-
male, >75 years, at least one mammogram in the past 5
years, a primary-care visit scheduled in the next
12 months, diagnosis of ADRD as determined by the
ICD-10 code in their ambulatory electronic health rec-
ord, ability to provide informed consent or assent, and
ability to communicate in and read English. Determin-
ation of capacity for the patient to consent is assessed
prior to obtaining consent by trained study personnel
using the teach-back method with questions specific to
the risks and benefits of participating in the study [52].
The caregiver inclusion criteria are as follows: 18 years
or older; primary family, friend, or non-paid caregiver of
the patient identified by the patient, self-identified, or
listed as the primary caregiver in the electronic medical
record (EMR) or registry; ability to provide informed
consent; and ability to communicate in and read English.

Exclusion criteria

The following exclusion criteria apply to the patients:
permanent resident of a nursing facility; had a mammo-
gram in the past 9 months; primary-care visit scheduled
is the first visit with the PCP; has already decided to stop
getting mammograms; history of atypical ductal hyper-
plasia, lobular carcinoma in situ, ductal carcinoma in
situ, or other invasive breast cancer in the past five
years; diagnosis of mild cognitive impairment or serious
mental illness, such as bipolar disorder or schizophrenia,
as determined by the ICD-10 code. The caregiver exclu-
sion criteria are as follows: less than a 7th grade educa-
tion; has already decided that the patient will stop
getting mammograms; and diagnosis of ADRD or a ser-
ious mental illness, such as bipolar disorder or schizo-
phrenia, as determined by the ICD-10 code.

Recruitment

Dyads will be recruited throughout the state of Indiana
using the IU-PBRN, the local EMR systems, research
registries at Indiana University, and advertising. Data
generated by the ITU-PBRN will be collected and stored
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in the INPC, which is the central Indiana Regional
Health Information Exchange [53]. Given that not all pa-
tients will have a caregiver living with them during the
study and that caregiving arrangements will vary, we will
identify the person who is the primary caregiver or in-
formant and ensure that they attend the patient’s next
primary-care visit. Rolling enrollment will take place
over 36 months with a planned average monthly enroll-
ment of 11 or 12 dyads.

Data managers of the INPC and local health-care sys-
tems will identify eligible patients based on the inclusion
criteria (i.e., any woman >75 years of age with a diagno-
sis of ADRD who has received a mammogram in the
past 5 years, who does not have a 5-year history of
breast cancer, and for whom it is not recorded in her
EMR that she has decided to stop mammography). The
details of eligible patients recruited from a clinical site
will be provided to the patient’s PCP. Following approval
by the PCPs, study personnel will approach eligible dyad
participants via the telephone to confirm interest and
eligibility and to obtain informed consent. Those being
recruited from research registries will be contacted dir-
ectly and without prior approval from their PCP since
they have already provided consent to be contacted for
research. We will contact the primary caregiver for each
eligible woman. Caregivers will be eligible if they are the
only or are one of the primary caregivers for the patient
and intend to accompany the patient to the next clinic
visit.

Randomization

The unit of randomization will be the patient/caregiver
dyad. Dyads will be randomly assigned in a 1:1 ratio to
one of two groups (mammogram decision aid or pamph-
let on home safety) and stratified by recruitment site to
control for institutional effects and the styles of different
PCPs.

Study statisticians will use a computer-generated
randomization scheme to assign dyads, rather than pro-
viders or clinics, to the intervention or control group to
minimize the effects of unmeasured case mix differences
and clinic-level clustering. Based on descriptive data
from the recruitment sites, the large number of individ-
ual recruitment sites, and the total number of PCPs, the
risk of spillover from having participating dyads interact
or PCPs treat patients who have caregivers in both the
intervention and control group is likely to be small
Additionally, we found from our pilot work that inter-
vention materials are unlikely to be shared with others,
which leaves the control dyads unexposed [28].

Description of the intervention
Based on a mammography screening decision aid de-
signed by Dr. Schonberg [47, 48], the investigative team
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designed a decision aid that is specific for older women
with ADRD and their caregivers [28, 32]. The wording,
context, and content of the decision aid reflect the litera-
ture on the risks and benefits of mammography screen-
ing for older women with ADRD [24, 45, 49, 54].
Specifically, the decision aid is written at a 6th grade
reading level and includes text and visual information
on: (1) breast cancer risk factors for women >75 years,
(2) health and life expectancy with ADRD, (3) likely out-
comes if screened and not screened with mammography,
(4) competing mortality risks, (5) breast cancer treat-
ments, (6) an acknowledgment of the emotions of care-
givers who participate in medical decision-making for
their loved one with ADRD, and (7) tips on how to talk
with the patient’s PCP about mammograms.

Description of the control

To reduce response bias and to compensate for the time
and attention required by the intervention group to read
the decision aid, caregivers in the control arm will be
given a two-page pamphlet on home safety for older
adults developed by the Foundation for Health in Aging of
the American Geriatrics Society. The pamphlet contains
tips about important actions older adults can take to safe-
guard themselves from falls, poisoning, bathroom hazards,
abuse, fire, and other home-related hazards [55].

We do not plan any intervention for the PCPs because
we do not want to change their usual behavior. However,
if PCPs request a copy of the educational materials then
we will email them a copy of the home safety pamphlet
following the post PCP assessment.

Delivery of intervention and assessments

Both members of the dyad will receive the decision aid or
pamphlet on home safety by mail following enrollment,
baseline data collection, and randomization (Fig. 1). A let-
ter accompanying the decision aid or pamphlet on home
safety requests that the caregiver review the decision aid
or pamphlet on home safety on their own and with the pa-
tient before the patient’s next PCP visit. A trained research
assistant will then meet with the dyad together and
in-person 0-2 days prior to the index PCP visit. At that
encounter, the research assistant will ensure that the care-
giver has reviewed all pages of the decision aid or pamph-
let on home safety and, if needed, supply a second copy if
either member of the dyad did not bring it with them. The
research assistant will not discuss the content of the deci-
sion aid or pamphlet on home safety with the caregiver;
they will simply ensure that they have read it in its entirety
before the patient’s PCP visit. If the caregiver or patient
has any questions about the content of the decision aid or
pamphlet on home safety, the research assistant will en-
courage them to ask the patient’s PCP or to discuss the
materials with the PCP. If the index PCP visit is canceled,
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Participants: Dyads of women 2 75 years with AD and an informal caregiver (n=426)

¥

| Baseline Interview (over the phone or in-person) |

1

I Randomization: Randomize dyads with stratification based on recruitment site I

. _

| Mammography Decision Aid (213 dyads) | |

Home safety guide (213 dyads) |

!

!

Patient's PCP Visit: Research staff will
meet the dyad in-person 0-2 days
before the patient’s PCP visit to review
the Decision Aid

Patient's PCP Visit: Research staff will
meet the dyad in-person 0-2 days
before the patient’s PCP visit to review
the Home safety guide

Follow-up interview 0-5 days after the
patient’s PCP visit

Follow-up interview 0-5 days after the
patient’s PCP visit

15 month follow-up interview and
EMR abstraction

15 month follow-up interview and
EMR abstraction

I 24 month EMR abstraction I

I 24 month EMR abstraction I

Fig. 1 Flowchart of study participation and intervention

-

the dyad will remain enrolled and will be followed until
the visit is rescheduled. If the visit is never rescheduled
during the study window, the dyad will remain in the
study in their assigned group for an intention-to-treat
analysis.

The follow-up with the dyad after the PCP visit (con-
ducted in phone or in-person by a research assistant)
will ideally be scheduled immediately after the PCP visit,
but no later than 5 days after the PCP visit to measure
post-visit outcomes. Caregiver assessments at this time
include decisional conflict, decision-making self-efficacy,
their role in decision-making, their intentions for
whether the patient will be screened, their knowledge of
mammography screening in older women with ADRD,
and what they discussed about mammography with the
PCP at the index visit (continue, discontinue, or no deci-
sion). Patient assessments at the post-visit follow-up in-
clude their role in decision-making and their intentions
for whether they will be screened.

A second follow-up at 15 months will be conducted and
will include a brief semi-structured interview with a
trained research assistant. At this time, patient data will be
extracted from their EMR on: what they discussed about
mammography with the PCP at any visit since the index
visit (continue, discontinue, or no decision), orders for
mammograms, receipt of a mammogram, data on the
mammogram results if received, and data on the burden
of mammograms (e.g., additional diagnostic procedures
due to false-positive results, identification of an abnormal-
ity on the screening exam but further work-up declined,
identification of a clinically unimportant cancer, and docu-
mentation of depressive symptoms, anxiety, or pain re-
lated to the screening experience). The semi-structured

interviews will assess the caregiver’s perceptions about the
patient’s experience with mammograms, if received, and
about any decisions that they and the patient have made
about mammograms.

The third and final 24-month follow-up of EMR data
will be conducted to measure mammogram orders, re-
ceipt, results, and burden.

Primary and secondary outcome measures

All outcomes and measures for the DECAD trial are sum-
marized in Table 1. The primary outcome will be assessed
using the DCS to determine the impact of the decision aid
on caregivers’ decisional conflict about whether their rela-
tive with ADRD should receive a mammography. The
DCS includes 16 questions regarding a medical decision
that they have made or that they are about to make [56].
It is a validated and widely accepted measure of decision
quality that has been used in previous studies of decision
aids intended for ADRD caregivers [57, 58]. On average,
the DCS takes 5-7 min to complete. Test-retest correla-
tions and Cronbach alpha coefficients exceed 0.78, and
tests of predictive validity found that for every one unit in-
crease in the DCS, people were 59 times more likely to
change their mind, 23 times more likely to delay their de-
cision, and 5 times more likely to express regret about a
decision [56, 59-62].

Secondary outcome measures include decision-making
self-efficacy, receipt of a mammogram, caregiver know-
ledge about mammograms for older women with ADRD,
and the patient’s and caregiver’s role in the mammog-
raphy decision. To measure decision-making self-effi-
cacy, we will use the DSE, a validated 11-item
instrument that measures how confident the respondent
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is in their ability to make an informed medical decision
[63]. We will use the DSE to measure caregiver
decision-making self-efficacy for mammography deci-
sions for their relative with ADRD. To measure the
change in self-efficacy over time in both groups, we will
measure it at two time points [63]. In previous studies,
the psychometric properties of the DSE had an alpha co-
efficient of 0.92 [64].

Other measures include the intention to be screened
as well as the burden of screening on the patient and
caregiver. Intentions to be screened will be examined
using one item on a 5-point scale and another categor-
ical item that asks how many more mammograms the
patient and caregiver think that the patient will get in
her lifetime. We will categorize scores as 1-2 (no), 3
(unsure), or 4-5 (yes) [48, 65]. Knowledge about mam-
mograms for older women with ADRD will be measured
with a 16-item measure mapped directly from the infor-
mation presented in the decision aid [48]. We also will
collect data on the role of the patient and caregiver in
the decision about mammography, if a decision oc-
curred, and assess the extent to which each member of
the dyad participated in the review of the decision aid
through the semi-structured interviews. This will allow
us to describe differences in the roles of the patient and
caregiver in decision-making among different dyads.

Perceptions of the burden of screening on the care-
giver will be determined using structured questions
about the mammogram experience. Additionally, the
burden of screening on the patient will be evaluated by
reviewing the patient’s EMR for additional diagnostic
procedures due to false-positive results; identification of
an abnormality on the screening exam but further
work-up declined; identification of a clinically unimport-
ant cancer; and documentation of depressive symptoms,
anxiety, or pain related to the screening experience.

Data monitoring

The data safety monitoring plan for this trial will be
monitored by the principal investigator and a
four-member data safety and monitoring board. The
board’s charter contains a detailed list of the board’s re-
sponsibilities. The board will act in an advisory capacity
to the institutional review board and a National Institute
on Aging program official and it will monitor participant
safety and evaluate the progress of the study. It will re-
view the procedures for maintaining the confidentiality
of the data and review the quality of data collection,
management, and analyses.

Potential adverse events, such as new breast cancer
diagnoses, complications of receiving a mammogram,
complications from surgical or medical treatment fol-
lowing an abnormal mammogram, or distress related to
receiving a mammogram, will be monitored continually
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by the DECAD research manager and discussed weekly
by the research team. All adverse events and unantici-
pated problems will be reported to the study’s principal
investigator within 24 h. If unanticipated serious adverse
events occur (i.e., those not of a type listed in the data
and safety monitoring plan) that are related to the inter-
vention, they will be reported within 48 h of the study
team’s learning of them.

Data collection

Data for the DECAD trial will be collected at baseline, at
the follow-up after the index PCP visit, and at 15 and
24 months following the intervention. Following the
confirmation of eligibility and after providing informed
consent, the caregivers in both arms will complete the
baseline assessment, which includes the DCS and DSE,
intention to allow screening, severity of cognitive impair-
ment using the dementia severity rating scale [66],
knowledge [48], health literacy based on the short test of
functional health literacy in adults (S-TOFHLA) [67],
and numeracy based on the subjective numeracy scale
[68]. Patient baseline assessments include intention to
undergo screening, and their attitudes, norms, and expe-
riences with mammograms. Research staff who adminis-
ter the follow-up assessments will be blinded to dyad
intervention status and they will be trained to read all
questionnaires verbatim and not to add commentary.

In addition to the primary and secondary measures,
we will collect social and demographic data on all pa-
tients and caregivers, including age, sex, and race. We
also will collect the relationship of the caregiver to the
patient, frequency and type of contact with the patient,
geographic distance from the patient, education level,
annual income, self-reported health status, severity of
cognitive impairment with the dementia severity rating
scale [66], the degree of functional impairment, and how
bothersome or upsetting that impairment is to the care-
giver using the caregiver assessment of function and
upset tool [69]. Additional descriptive data regarding the
patient will be obtained from recruitment site databases
and the INPC including, but not limited to, date of
ADRD diagnosis and co-morbidities.

Data will be collected face-to-face at the clinic, in the
caregivers’ or patients’ home, or via telephone. Data will
also be obtained from the EMR. All survey data will be en-
tered into a database using Research Electronic Data Cap-
ture (REDCap), a secure web application available through
our Clinical and Translational Science Institute [13].

Timeline

The recruitment of patients started on 1 December 2017
and is expected to be finalized by December 2020. All data
from all follow-ups is expected to be collected by 2022.
The data analysis, writing of scientific manuscripts, and
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submissions to peer-reviewed scientific journals will be
carried out during 2021, 2022, and 2023. Figure 2 is the
schedule of enrollment, interventions, and assessments.

Analysis plan

Study arm comparison

We will examine univariate distributions of continuous
variables to detect any potential violations of the as-
sumptions in our planned parametric method of ana-
lysis. We will transform variables as needed to ensure
normal distribution assumptions are met. We will use
nonparametric methods if the transformations are inad-
equate. Th demographic characteristics of the patients
and caregivers will be compared to evaluate if the two
groups are effectively balanced. We will use chi-squared
tests or Fisher’s exact tests to compare the frequencies
of categorical variables. Analysis of variance (ANOVA),
or its nonparametric alternative, the Wilcoxon rank sum
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test, will be used to compare the distribution of continu-
ous variables between the groups.

Analysis of covariance (ANCOVA) models will be used
to compare mean DCS scores between the intervention
and control groups. For each caregiver, the difference in
DCS scores from baseline to follow-up will be used as
the dependent variable in ANCOVA with randomization
group assignment as the independent variable and other
potential baseline covariates that are found to be signifi-
cantly different between the two groups in the univariate
comparisons. ANCOVA models will also be used to
compare changes in decision-making self-efficacy and
intention to screen at follow-up between the interven-
tion and control groups after adjusting for site and other
potential baseline covariates found to be significantly dif-
ferent between the two groups in the univariate
comparisons.

A binary indicator for receipt of mammograms within
24 months from the intervention date will be tested in a

~N

Enrolment

Allocation

Post-allocation

TIMEPOINT -t 0

Post Index 15 24

Baseline PCP visit | months | months

ENROLMENT:

Eligibility screen X

Informed consent X

Allocation X

INTERVENTIONS:

[Decision Aid]

[Home Safety Guide]

ASSESSMENTS:

Caregiver age, sex, race,
relationship to patient,
frequency of contact with
patient, caregiver
assessment of patient X
function, caregiver
health literacy and
numeracy, severity of
patient’s dementia

Caregiver decisional
conflict

Caregiver decision self-

efficacy

Intention to be screened

Receipt of mammogram
screening

Burden of mammogram
screening

Knowledge of breast
cancer screening in older
women with dementia

Role in decision-making

Fig. 2 Schedule of enrollment, interventions, and assessments
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logistic regression model. The group (decision aid or
control) and other potential baseline covariates found to
be different in the univariate comparisons will be used
as the independent variable.

Subgroup analyses will be used for both the primary and
secondary outcomes, examining any potential moderating ef-
fect of patients’ and caregivers’ characteristics on decision aid
impact. Likelihood ratio tests in mixed effect models will be
used to determine whether there are significant clustering ef-
fects due to physicians. Mixed effects adjustments for phys-
ician effects will be used in the presence of significant
clustering effects. The following patient variables will be in-
cluded in subgroup analyses: age, level of cognitive impair-
ment, level of functional impairment, number of
co-morbidities, and their role in mammography decisions.
The following caregiver variables will be included in sub-
group analyses: relationship to the patient, level of education,
level of bother or upset by patient functional impairments,
and perceived burden of mammography for the patient and
for them at baseline. We will include each of these variables
in the ANCOVA models for the primary outcome (caregiver
decisional confect) and in the logistic models for the second-
ary outcomes (caregiver decision-making self-efficacy,
intention to screen, and patient receipt of mammogram),
and test for interactions between these variables and the
intervention group adjusting for recruitment sites and other
potential baseline covariates. Significant interaction between
a patient/caregiver characteristic variable and group would
indicate different intervention effects in the dyad subgroups
defined by the variable. We will use SAS 9.4 for all analyses
(SAS Institute, Carey, NC).

An analysis of the semi-structured qualitative data
from the 15-month caregiver assessments will begin
after each assessment is completed to refine the data
collection process and to identify and pursue emergent
themes for subsequent caregiver interviews. Interviews
will be conducted by telephone, unless the caregiver re-
quests an in-person interview, and will be audio-re-
corded and transcribed verbatim. Two independent
coders will code each set of responses and a three-step
coding process derived from the sociological tradition of
grounded theory will be used to analyze the recorded in-
terviews [70]. Data from the qualitative interviews will
enhance the findings from the primary and secondary
outcomes of the trial by adding nuanced information
from the caregiver about how they used the decision aid,
details of any discussions or decisions about mammo-
grams, their experience of the patient receiving a mam-
mogram, and their perception of the patient’s experience
in arranging to have a mammogram.

Justification of sample size
The sample size for the proposed trial was calculated
using our pilot data, which showed effect sizes of 0.28
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on DCS score and 0.34 for self-efficacy scores. To detect
an effect size of 0.28 or greater on DCS scores between
the two groups, we will need to have 202 patient/care-
giver dyads per group to complete both baseline and
follow-up with 80.2% power using a two-sample ¢-test at
0.05 level. Allowing for 5% missing data at the
follow-up, we will need to enroll 213 patient/caregiver
dyads per group (total enrollment of 426). With our
planned sample size, we will have 92.6% power to detect
an effect size of 0.34 or greater on changes in
self-efficacy scores between the two groups.

Using EMR data from the recruitment sites in this
trial, we identified 9588 women who are >75 years and
who had had a mammogram in the last 5 years, resulting
in an estimated mammogram screening rate of 27.5% in
our patient population. In detecting a change in the up-
take of mammograms, 213 patient/caregiver dyads per
group will have 80% power to detect a 42% reduction in
the screening rate (27.5% in the control group and 15.9%
in the decision aid group) using Fisher’s exact test at a =
0.05. For the exploratory aim, assuming equal sample
sizes in the two subgroups and screening rates in the
control group stay at 27%, we will have 80% power to
detect a screening rate of 11.5% (a reduction of 58%) in
one subgroup and a screening rate of 22% (reduction of
20%) in the other subgroup using Fisher’s exact test at
0.05 significance level.

Discussion

The benefits and harms of mammograms for older
women are not known, as no randomized controlled
trial has included women with ADRD who are >75 years
[23, 37, 71]. In part because of this lacuna, guidelines on
mammography screening in older women vary [5-12]
(http://www.choosingwisely.org/clinician-lists/amda-can-
cer-screenings-if-life-expectancy-less-than-10-years/).
The DECAD study is the only randomized controlled
trial of a decision aid to support ADRD caregivers in de-
ciding on cancer screening, which is a common decision
in primary care. If the DECAD trial is successful, the re-
sults may also inform the development of other decision
aids for ADRD caregivers in primary-care settings, ad-
dressing other cancer screening tests, such as a colonos-
copy, or other treatments of questionable value for
patients with ADRD.

The DECAD study is methodologically innovative in
that it will test a new paradigm for shared
decision-making that involves the patient/caregiver dyad.
Specifically, the proposed work will extend the shared
decision-making of the caregiver to a dynamic model that
is responsive to the communication and decision-making
needs of the surrogates of patients with ADRD. As part of
the DECAD study, we will measure both the caregivers’
role and the patients’ role in decision-making about
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mammograms and the burden of mammograms from
their perspective. Also, we will test the effect of ADRD se-
verity on the use of the decision aid. Results from DECAD
will be extended to help us learn how to present the sig-
nificant risks of medical interventions, in general, to both
ADRD patients and caregivers, which is essential for pro-
viding high-quality cost-effective care.

The DECAD trial has some limitations. The interven-
tion is intended to promote and enhance shared
decision-making between caregivers of women with
ADRD and the women’s PCP, but the study does not
interact directly with PCPs. We considered an alterna-
tive design where both the caregiver and the PCP receive
the decision aid but decided to measure the decision
aid’s effectiveness on the patient/caregiver dyad since the
decision aid was designed for caregivers. If we detect a
significant clustering effect due to physician, we will
analyze the data using mixed effects models to adjust for
physician clustering. This will lead to a lower power than
what we presented in our power estimates. Additionally,
regarding possible contamination, there may be situa-
tions where some of the content in our decision aid is
made available to dyads in the control group through in-
teractions with physicians or through other channels.
However, our decision aid presents specific and focused
data about mammograms in the context of older women
with ADRD, and our trial is designed to detect differ-
ences in outcomes between the two randomized groups.
In situations with moderate contamination rates, it has
been shown that individualized randomization can be
more efficient in terms of sample size compared to clus-
ter randomization [72].

To minimize any impact, we will stratify randomization
by site. Lastly, given the nature of the intervention, blind-
ing of the dyad is not possible. However, research assis-
tants who collect post-PCP outcome assessments are
blinded to each dyad’s allocation and are trained to admin-
ister the assessments the same to all dyads and without
any indication of randomization group.

In conclusion, DECAD is an evaluation of a decision
aid intervention for ADRD caregivers with high poten-
tial to be implemented into primary care. Given the
inherent complexities of caring for persons with
ADRD in primary care and the frequency of caregiver
participation in medical decisions, we anticipate that
the use of decision aids will facilitate quality decisions
regarding mammography screening. The decrease in
the use of cancer screening tests in some patients with
ADRD will reduce the burden on both the patient and
caregiver and change the practice and behavior with
respect to cancer screening. The results from this
study will inform other interventions that support
ADRD caregivers’ decision-making around other types
of medical care and treatment and that are tailored to
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match the ADRD patient’s life expectancy and goals of
care.

Trial status

This protocol was registered in ClinicalTrial.gov under
identifier NCT03282097 on 13 September 2017 and the
last update was made on 21 November 2017. The
current protocol is version 2, dated 24 May 2018. Re-
cruitment started on 1 December 2017 and is expected
to be complete by December 2022. This trial is currently
in the patient selection and intervention stages. To date,
100 patient/caregiver dyads have been enrolled, none of
whom have completed the trial.

Additional file

Additional file 1: SPIRIT 2013 Checklist: Recommended items to address
in a clinical trial protocol and related documents. (DOC 119 kb)

Abbreviations

ADRD: Alzheimer's disease and related dementia; ANCOVA: Analysis of
covariance; ANOVA: Analysis of variance; CONSORT: Consolidated Standards
of Reporting Trials; DCS: Decisional conflict scale; DECAD: Decisions about
Cancer Screening in Alzheimer's Disease; DSE: Decision self-efficacy scale;
EH: Eskenazi Health; EMR: Electronic medical record; INPC: Indiana Network
for Patient Care; IUH: Indiana University Health; IU-PBRN: Indiana University
Practice-based Research Network; PCP: Primary-care physician;

SPIRIT: Standard Protocol Items: Recommendations for Interventional Trials

Funding

This trial is funded by the National Institutes of Health through the National
Institute on Aging (grant ROTAG055424). The National Institutes of Health
had no influence over the study design, data collection or analysis,
interpretation of data, or writing of the manuscript.

Authors’ contributions

NF, MS, GS, PS, KL, SG, LI, and AT have all contributed to the planning and
designing of the trial. All authors have equally contributed to the writing
and reading of the manuscript. All authors read and approved the final
manuscript.

Ethics approval and consent to participate

All participants will provide informed consent before beginning the study.
All team members have been trained to introduce, show, and take questions
about the informed consent, the assessments, and any discomfort associated
with the interventions before the patients sign the informed consent. The
study protocol has been approved by Indiana University's institutional review
board (1501278953A022) and will be conducted according to the principles
of the Declaration of Helsinki and in compliance with the National Institutes
of Health policy and data safety monitoring guidelines.

Competing Interests
The authors declare that they have no competing interests.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in
published maps and institutional affiliations.

Author details

'Indiana University School of Medicine, 1101 West 10th Street, Indianapolis,
IN 46202, USA. “Division of General Internal Medicine and Geriatrics, 1101
West 10th Street, Indianapolis, IN 46202, USA. 3Regenstrief Institute, Indiana
University Center for Aging Research, 1101 West 10th Street, Indianapolis, IN
46202, USA. “Sandra Eskenazi Center for Brain Care Innovation, 1101 West
10th Street, Indianapolis, IN 46202, USA. *Division of General Medicine and


http://clinicaltrial.gov/
https://doi.org/10.1186/s13063-018-3039-z

Fowler et al. Trials

(2018) 19:678

Primary Care, Beth Israel Deaconess Medical Center, 330 Brookline Avenue,
Boston, MA 02215, USA. ®Center for Bioethics, 1101 West 10th Street,
Indianapolis, IN 46202, USA. "Department of Biostatistics, 410 W. 10th Street,
Suite 3000, Indianapolis, IN 46202, USA.

Received: 22 December 2017 Accepted: 3 November 2018
Published online: 12 December 2018

References

1.

20.

21.

22.

Data on Seer (Surveillance, Epidemiology and End Results) cancer statistics.
Available from: https://seer.cancer.gov/. Acccessed 13 Dec 2016.
Alzheimer's disease facts and figures. Alzheimers Dement. 2016;12(4):459-509.
Fowler NR, Barnato AE, Schonberg MA, Torke AM. Cancer screening in
adults with cognitive impairment. J Am Geriatr Soc. 2014;62(s1):5131.
Torke AM, Schwartz PH, Holtz LR, Montz K, Sachs GA. Caregiver perspectives
on cancer screening for persons with dementia: "why put them through
it?". J Am Geriatr Soc. 2013;61(8):1309-14.

Choosing Wisely: An initiative of the ABIM Foundation [online]. Available at
www.choosingwisly.org. Accessed 20 Dec 2017.

National Comprehensive Cancer Network [November 11, 2013];Breast
cancer screening and diagnosis. Version 2.2013. Available at: http://www.
ncen.org/professionals/physician_gls/pdf/breast-screening.pdf. Accessed 20
Dec 2017.

National Health System [November 11, 2013];NHS breast screening
programme: extending the screening age range. Available at: https://www.
nhs.uk/conditions/breast-cancer-screening/. Accessed 20 Dec 2017.
American College of Obstetricians-Gynecologists. Practice bulletin no. 122:
Breast cancer screening. Obstet Gynecol. 2011;118(2 Pt 1):372-82.
Oeffinger KC, Fontham ET, Etzioni R, Herzig A, Michaelson JS, Shih YC,
Walter LC, Church TR, Flowers CR, LaMonte SJ, et al. Breast Cancer
Screening for Women at Average Risk: 2015 Guideline Update From the
American Cancer Society. JAMA. 2015;314(15):1599-614.

Siu AL, Force USPST. Screening for Breast Cancer: US. Preventive
Services Task Force Recommendation Statement. Ann Intern Med. 2016;
164(4):279-96.

Smith RA, Cokkinides V, Brooks D, Saslow D, Shah M, Brawley OW. Cancer
screening in the United States, 2011: A review of current American Cancer
Society guidelines and issues in cancer screening. CA Cancer J Clin. 2011;
61(1):8-30.

Warner E, Heisey R, Carroll JC. Applying the 2011 Canadian guidelines for
breast cancer screening in practice. CMAJ. 2012;184(16):1803-7.

Research Electronic Data Capture (REDCap). https.//www.project-redcap.
org/. Accessed 15 Dec 2016.

Lee SJ, Boscardin WJ, Stijacic-Cenzer |, Conell-Price J, O'Brien S, Walter LC.
Time lag to benefit after screening for breast and colorectal cancer: meta-
analysis of survival data from the United States, Sweden, United Kingdom,
and Denmark. BMJ. 2013;346:28441.

Walter LC, Schonberg MA. Screening mammography in older women: a
review. JAMA. 2014;311(13):1336-47.

Xie J, Brayne C, Matthews FE, Medical Research Council Cognitive F, Ageing
Study c. Survival times in people with dementia: analysis from population
based cohort study with 14 year follow-up. BMJ. 2008,336(7638):258-62.
Brodaty H, Seeher K, Gibson L. Dementia time to death: a systematic
literature review on survival time and years of life lost in people with
dementia. Int Psychogeriatr. 2012;24(7):1034-45.

Larson EB, Shadlen MF, Wang L, McCormick WC, Bowen D, Teri L, Kukull
WA. Survival after initial diagnosis of Alzheimer disease. Ann Intern Med.
2004;140(7):501-9.

Sachs GA, Carter R, Holtz LR, Smith F, Stump TE, Tu W, Callahan CM.
Cognitive impairment: an independent predictor of excess mortality: a
cohort study. Ann Intern Med. 2011;155(5):300-8.

Todd S, Barr S, Roberts M, Passmore AP. Survival in dementia and predictors
of mortality: a review. Int J Geriatr Psychiatry. 2013;28(11):1109-24.

Tom SE, Hubbard RA, Crane PK, Haneuse SJ, Bowen J, McCormick WC,
McCurry S, Larson EB. Characterization of dementia and Alzheimer's disease
in an older population: updated incidence and life expectancy with and
without dementia. Am J Public Health. 2015;105(2):408-13.

Mehta KM, Fung KZ, Kistler CE, Chang A, Walter LC. Impact of cognitive
impairment on screening mammography use in older US women. Am J
Public Health. 2010;100(10):1917-23.

23.

24,

25.

26.

27.

28.

29.

30.

32.

33.

34,

35.

36.

37.

38.

39.

40.

41.

42.

43.

44,

45.

46.

47.

48.

Page 11 of 12

Braithwaite D, Demb J, Henderson LM. Optimal breast cancer screening
strategies for older women: current perspectives. Clin Interv Aging. 2016;11:
111-25.

Walter LC, Covinsky KE. Cancer screening in elderly patients: a framework
for individualized decision making. JAMA. 2001;285(21):2750-6.

Walter LC, Eng C, Covinsky KE. Screening mammography for frail older
women: what are the burdens? J Gen Intern Med. 2001;16(11):779-84.
Brauner DJ, Muir JC, Sachs GA. Treating nondementia illnesses in patients
with dementia. JAMA. 2000;283(24):3230-5.

Rochon PA, Gurwitz JH. Optimising drug treatment for elderly people: the
prescribing cascade. BMJ. 1997;315(7115):1096-9.

Fowler NR. Testing a decision aid for mammograms with caregivers of older
women with dementia. J Am Geriatr Soc. 2016;64(51):51-5311.

Schonberg MA. Decision-Making Regarding Mammography Screening for
Older Women. J Am Geriatr Soc. 2016;64(12):2413-8.

Health Care Screening and Older Adults. For How Long and On Whom?
Ann Long-Term Care. 2004;12(3):33-7.

Marson D, Harrell L. Executive dysfunction and loss of capacity to consent
to medical treatment in patients with Alzheimer's disease. Semin Clin
Neuropsychiatry. 19994(1):41-9.

Fowler NR, Torke A, Sachs G, Schonberg M. Decisions about mammography
screening in Alzheimer Disease (DECAD): A pilot study. Alzheimer &
Dementia: J Alzheimer Assn. 2016;7(12):P800.

Sweeney C, Blair CK, Anderson KE, Lazovich D, Folsom AR. Risk factors for
breast cancer in elderly women. Am J Epidemiol. 2004;160(9):868-75.
Hirschman KB, Xie SX, Feudtner C, Karlawish JH. How does an Alzheimer's
disease patient's role in medical decision making change over time? J
Geriatr Psychiatry Neurol. 2004;17(2):55-60.

Karlawish JH, Casarett D, Propert KJ, James BD, Clark CM. Relationship
between Alzheimer's disease severity and patient participation in decisions
about their medical care. J Geriatr Psychiatry Neurol. 2002;15(2):68-72.
Livingston G, Leavey G, Manela M, Livingston D, Rait G, Sampson E,
Bavishi S, Shahriyarmolki K, Cooper C. Making decisions for people with
dementia who lack capacity: qualitative study of family carers in UK.
BMJ. 2010;341:c4184.

Raik BL, Miller FG, Fins JJ. Screening and cognitive impairment: ethics of
forgoing mammography in older women. J Am Geriatr Soc. 2004;52(3):440-4.
Zarit S. The hidden victims of AD: Families under stress. New York: New
York University Press; 1985.

Jorgensen KJ, Gotzsche PC, Kalager M, Zahl PH. Breast Cancer Screening in
Denmark: A Cohort Study of Tumor Size and Overdiagnosis. Ann Intern
Med. 2017;166(5):313-23.

Clarfield AM. Screening in frail older people: an ounce of prevention or a
pound of trouble? J Am Geriatr Soc. 2010;58(10):2016-21.

Gross CP. Cancer screening in older persons: a new age of wonder. JAMA
Intern Med. 2014;174(10):1565-7.

Howard DH, Huang YL, Adams EK. Discontinuation of screening
mammography after serious health events. Arch Intern Med. 2009;
169(22):2162-3.

Hanson LC, Carey TS, Caprio AJ, Lee TJ, Ersek M, Garrett J, Jackman A,
Gilliam R, Wessell K, Mitchell SL. Improving decision-making for feeding
options in advanced dementia: a randomized, controlled trial. J Am Geriatr
Soc. 2011;59(11):2009-16.

Mitchell SL, Tetroe J, O'Connor AM. A decision aid for long-term tube
feeding in cognitively impaired older persons. J Am Geriatr Soc. 2001;
49(3):313-6.

Stacey D, Legare F, Col NF, Bennett CL, Barry MJ, Eden KB, Holmes-Rovner
M, Llewellyn-Thomas H, Lyddiatt A, Thomson R, et al. Decision aids for
people facing health treatment or screening decisions. Cochrane Database
Syst Rev. 2014;1:CD001431.

Stirling C, Leggett S, Lloyd B, Scott J, Blizzard L, Quinn S, Robinson A.
Decision aids for respite service choices by carers of people with dementia:
development and pilot RCT. BMC Med Inform Decis Mak. 2012;12:21.
Schonberg MA, Hamel MB, Davis RB, Griggs MC, Wee CC, Fagerlin A,
Marcantonio ER. Development and evaluation of a decision aid on
mammography screening for women 75 years and older. JAMA Intern Med.
2014;,174(3):417-24.

Schonberg MA, Kistler CE, Nekhlyudov L, Fagerlin A, Davis RB, Wee CC,
Marcantonio ER, Lewis CL, Stanley WA, Crutchfield TM, et al. Evaluation of a
Mammography Screening Decision Aid for Women Aged 75 and Older:
Protocol for a Cluster-randomized Controlled Trial. J Clin Trials. 2014;4:191.


https://seer.cancer.gov/
http://www.choosingwisly.org
http://www.nccn.org/professionals/physician_gls/pdf/breast-screening.pdf
http://www.nccn.org/professionals/physician_gls/pdf/breast-screening.pdf
https://www.nhs.uk/conditions/breast-cancer-screening/
https://www.nhs.uk/conditions/breast-cancer-screening/
https://www.project-redcap.org/
https://www.project-redcap.org/

Fowler et al. Trials

49.

50.

51.

52.

53.

54.

55.

56.

57.

58.

59.

60.

61.

62.

63.

64.

65.

66.

67.

68.

69.

(2018) 19:678

Elwyn G, O'Connor AM, Bennett C, Newcombe RG, Politi M, Durand MA, 70.

Drake E, Joseph-Williams N, Khangura S, Saarimaki A, et al. Assessing the

quality of decision support technologies using the International Patient 71.

Decision Aid Standards instrument (IPDAS). PLoS One. 2009;4(3):e4705.

Tierney WM, Oppenheimer CC, Hudson BL, Benz J, Finn A, Hickner JM, 72.

Lanier D, Gaylin DS. A national survey of primary care practice-based
research networks. Ann Fam Med. 2007;5(3):242-50.

Boustani MA, Frame A, Munger S, Healey P, Westlund J, Farlow M, Dexter P.
Connecting research discovery with care delivery in dementia: the
development of the Indianapolis Discovery Network for Dementia. Clin
Interv Aging. 2012;7:509-16.

Gilbert T, Bosquest A, Thomas-Anterion C, Bonnefoy M, Le Saux O. Assessing
capacity to consent for research in cognitively impaired older patients. Clin
Interv Aging. 2017;12:1553-63.

McDonald CJ, Overhage JM, Barnes M, Schadow G, Blevins L, Dexter PR,
Mamlin B, Committee IM. The Indiana network for patient care: a working
local health information infrastructure. An example of a working
infrastructure collaboration that links data from five health systems and
hundreds of millions of entries. Health Aff (Millwood). 2005;24(5):1214-20.
Coulter A, Stilwell D, Kryworuchko J, Mullen PD, Ng CJ, van der Weijden T. A
systematic development process for patient decision aids. BMC Med Inform
Decis Mak. 2013;13(Suppl 2):52.

Home Safety Tips for Older Adults. 2015. Available at: http://www.
healthinaging.org/files/documents/tipsheets/home_safety.pdf. Accessed 12
Nov 2015.

O'Connor AM. Validation of a decisional conflict scale. Med Decis Mak. 1995;
15(1):25-30.

Drennan J. Cognitive interviewing: verbal data in the design and pretesting
of questionnaires. J Adv Nurs. 2003;42(1):57-63.

Poinier AC, Weiner MF: Alzheimer's or Other Dementia: Should | Move My
Relative Into Long-Term Care? Available at: https://wakaiserpermanente.org/
kbase/topicjhtml?docld=aa58684. Accessed 7 Mar 2016.

Kremer H, Ironson G, Schneiderman N, Hautzinger M. “It's my body": does
patient involvement in decision making reduce decisional conflict? Med
Decis Mak. 2007,27(5):522-32.

Mathieu E, Barratt A, Davey HM, McGeechan K, Howard K, Houssami N.
Informed choice in mammography screening: a randomized trial of a
decision aid for 70-year-old women. Arch Intern Med. 2007;167(19):2039-46.
O'Connor AM. Using patient decision aids to promote evidence-based
decision making. Evidence-Based Medicine. 2001;6(4):100-2.
Thompson-Ledac P, Turcotte S, Labrecque M, Legare F. Prevalence of
clinically significant decisional conflict: an analysis of five studies on
decision-making in primary care. BMJ Open. 2016;6:¢011490. https://doi.org/
10.1136/bmjopen-2016-011490.

O'Connor AM: User Manual- Decision Self-Efficacy Scale. Available from:
https://decisionaid.ohri.ca/docs/develop/User_Manuals/UM_Decision_
SelfEfficacy.pdf.

Cranney A, O'Connor AM, Jacobsen MJ, Tugwell P, Adachi JD, Ooi DS,
Waldegger L, Goldstein R, Wells GA. Development and pilot testing of a
decision aid for postmenopausal women with osteoporosis. Patient Educ
Couns. 2002;47(3):245-55.

Hoffman RM, Lewis CL, Pignone MP, Couper MP, Barry MJ, Elmore JG, Levin
CA, Van Hoewyk J, Zikmund-Fisher BJ. Decision-making processes for breast,
colorectal, and prostate cancer screening: the DECISIONS survey. Med Decis
Mak. 2010:30(5 Suppl):535-64S.

Clark CM, Ewbank DC. Performance of the dementia severity rating scale: a
caregiver questionnaire for rating severity in Alzheimer disease. Alzheimer
Dis Assoc Disord. 1996;10(1):31-9.

Page 12 of 12

Strauss A, Juliet C. Grounded Theory Methodology: An Overview. In: Denzin
N, Lincoln Y, editors. Handbook of Qualitative Research. 1st ed; 1994.

Rosen S, Weintraub N. The efficacy of performing screening mammograms
in the frail elderly population. J Am Med Dir Assoc. 2006;7(4):230-3.
Torgerson DJ. Contamination in trials: is cluster randomisation the answer?
BMJ. 2001;322:355-7.

Chew LD, Griffin JM, Partin MR, Noorbaloochi S, Grill JP, Snyder A, Bradley
KA, Nugent SM, Baines AD, Vanryn M. Validation of screening questions for
limited health literacy in a large VA outpatient population. J Gen Intern
Med. 2008;23(5):561-6.

Fagerlin A, Zikmund-Fisher BJ, Ubel PA, Jankovic A, Derry HA, Smith DM.
Measuring numeracy without a math test: development of the Subjective
Numeracy Scale. Med Decis Mak. 2007;27(5):672-80.

Gitlin LN, Roth DL, Burgio LD, Loewenstein DA, Winter L, Nichols L,
Arguelles S, Corcoran M, Burns R, Martindale J. Caregiver appraisals of
functional dependence in individuals with dementia and associated
caregiver upset: psychometric properties of a new scale and response
patterns by caregiver and care recipient characteristics. J Aging Health.
2005;17(2):148-71.

Ready to submit your research? Choose BMC and benefit from:

e fast, convenient online submission

o thorough peer review by experienced researchers in your field

 rapid publication on acceptance

o support for research data, including large and complex data types

e gold Open Access which fosters wider collaboration and increased citations
e maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions



http://www.healthinaging.org/files/documents/tipsheets/home_safety.pdf
http://www.healthinaging.org/files/documents/tipsheets/home_safety.pdf
https://wa.kaiserpermanente.org/kbase/topic.jhtml?docId=aa58684
https://wa.kaiserpermanente.org/kbase/topic.jhtml?docId=aa58684
https://doi.org/10.1136/bmjopen-2016-011490
https://doi.org/10.1136/bmjopen-2016-011490
https://decisionaid.ohri.ca/docs/develop/User_Manuals/UM_Decision_SelfEfficacy.pdf
https://decisionaid.ohri.ca/docs/develop/User_Manuals/UM_Decision_SelfEfficacy.pdf

	Abstract
	Background
	Methods/design
	Discussion
	Trial registration

	Background
	Methods/design
	DECAD study design
	Setting and study population
	Eligibility
	Inclusion criteria
	Exclusion criteria

	Recruitment
	Randomization
	Description of the intervention
	Description of the control
	Delivery of intervention and assessments
	Primary and secondary outcome measures
	Data monitoring
	Data collection
	Timeline
	Analysis plan
	Study arm comparison
	Justification of sample size


	Discussion
	Trial status

	Additional file
	Abbreviations
	Funding
	Authors’ contributions
	Ethics approval and consent to participate
	Competing Interests
	Publisher’s Note
	Author details
	References

