Journal of Alzheimer’s Disease Reports 6 (2022) 617-626 617
DOI 10.3233/ADR-220045
10S Press

Clinical Trial Protocol

Translation of Collaborative Dementia Care
Management into Different Healthcare

Settings: Study Protocol for a Multicenter
Implementation Trial (DCM:IMPact)

Moritz Platen®, Wolfgang Hoffmann®®, Anika Radke?®, Annelie Scharf*, Wiebke Mohr?,
Franka Mihlichen® and Bernhard Michalowsky?

aGerman Center for Neurodegenerative Diseases (DZNE), Site Greifswald, Greifswald, Germany
b Institute for Community Medicine, Section Epidemiology of Health Care and Community Health, University
Medicine Greifswald (UMG), Greifswald, Germany

Received 11 July 2022
Accepted 4 August 2022
Pre-press 3 October 2022
Published 13 October 2022

Abstract.

Background: Collaborative care models for people living with dementia (PwD) have been developed and evaluated, demon-
strating safety, efficacy, and cost-effectiveness. However, these studies are based on heterogeneous study populations and
primary care settings, limiting the generalizability of the results. Therefore, this study aims to implement and evaluate
collaborative care across various healthcare settings and patient populations.

Objective: To describe the study design of this multicenter implementation trial.

Methods: This single-arm, multicenter, longitudinal implementation study will be conducted in five different healthcare
settings, including 1) physicians’ networks, 2) dementia networks, 3) counselling centers, 4) hospitals, and 5) ambulatory
care services. Eligibility criteria are: having a formal dementia diagnosis or having been screened positive for dementia and
living community-dwelling. The staff of each healthcare setting identifies patients, informs them about the study, and invites
them to participate. Participants will receive a baseline assessment followed by collaborative individualized dementia care
management, comprising proven safe, effective, and cost-effective modules. Over six months, specially-qualified nurses will
assess patients’ unmet needs, transfer them to individualized care plans, and address them, cooperating with various healthcare
providers. A follow-up assessment is conducted six months after baseline. Approximately 60—100 PwD per setting per year
are expected to participate. Differences across settings will be assessed regarding acceptability, demand, implementation
success and barriers, efficacy, and cost-effectiveness.

Results: We expect that acceptability, demand, implementation success and barriers, efficacy, and cost-effectiveness will
vary by patients’ sociodemographic and clinical characteristics and unmet needs in each setting.

Conclusion: The results will provide evidence highlighting differences in the implementation of collaborative care in various
healthcare settings and demonstrating the settings with the highest need, best conditions for a successful implementation,
and highest (cost-)effectiveness, as well as the population group that benefits most from collaborative care.

Trial registration: German Clinical Trials Register: DRKS00025074. Registered 16 April 2021-retrospectively registered.
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INTRODUCTION

Due to demographic changes, the older population
is rapidly increasing and thus, the prevalence of age-
associated diseases, such as dementia. The number of
persons living with dementia (PwD) is predicted to
increase from 57 million to 153 million worldwide by
2050 [1]. Additionally, to the substantial prevalence,
considering the costs of dementia further underlines
the health priority of dementia diseases. The global
costs of dementia are estimated to be over $1 trillion
and could double by 2030 [2]. In Germany, the total
annual costs of PwD from the payers’ perspective
are approximately €34 billion and could reach €90
billion by 2060 [3].

Without a cure, early identification and diag-
nostic and appropriate post-diagnostic support and
care could delay the progression of this disease [4,
5]. However, previous studies revealed that only
39% of PwD were detected in primary care [6].
Only 30% and 36% receive recommended and
evidence-based dementia-specific medication with
antidementia drugs and non-drug treatments, respec-
tively [7-9]. Additionally, 22% of PwD receive
potentially inappropriate medications [10]. The
resulting drug-related problems, in particular, are
associated with adverse health-related outcomes and
increasing healthcare costs [11]. Therefore, almost
all community-dwelling PwD (99%) and their care-
givers (97%) have unmet care needs, representing a
prevailing inappropriate treatment and care situation
[12].

Several countries introduced collaborative, multi-
professional, and intersectoral dementia care man-
agement (DCM) programs to overcome the chal-
lenges of timely diagnosis with guideline-related
post-diagnostic support and improve treatment and
care in dementia diseases [13, 14]. These programs
are defined as interventions provided in the commu-
nity to coordinate the treatment and care for PwD and
meet their individual needs according to evidence-
based guidelines [15, 16]. There is already some
evidence on the effectiveness of such approaches
[17]. Previous studies revealed that DCM could delay
patients’ institutionalization, reduce behavioral dis-
turbances and depression, and reduce the caregivers’
burden [17]. The DelpHi-MV trial (Dementia: Life-
and Person-Centered Help) [18] conducted in the
primary care setting confirmed the findings of pre-
vious trials, demonstrating significant improvements
in patients’ pharmaceutical treatment, neuropsychi-
atric symptoms, and the caregivers’ burden, but also

patients’ health-related quality of life and overall
cost-effectiveness [19, 20]. In particular, subgroups
such as those living alone and with high comorbidity
benefit most from DCM [21, 22].

Despite these previous findings, the evidence is
limited to specific study populations (e.g., mildly
cognitively impaired patients) and healthcare set-
tings (e.g., primary care) where collaborative care
was implemented, limiting the results’ generalizabil-
ity. For implementation into the primary care system,
there is still a lack of knowledge about different
acceptance rates, implementation barriers, and suc-
cess, as well as the quantitative demand for such
collaborative models of dementia care. The DCM
concept must be implemented and evaluated across
different primary care settings to assess differences in
acceptance, efficacy, and cost-effectiveness to reveal
which setting would be most suitable for implement-
ing collaborative dementia care and how benefits can
be optimized.

MATERIALS AND METHODS
Trial objective

The Dementia Care Management Implementation
Study (DCM:IMPact) aims to assess the accep-
tance, implementation barriers, and success as well
as the efficacy and cost-effectiveness of collaborative
dementia care across various healthcare settings.

Study design and setting

The DCM:IMPact study is a single-arm, mul-
ticenter, longitudinal implementation study of
collaborative care that is implemented across the
following different German healthcare settings: 1)
physicians’ network, 2) ambulatory care service, 3)
regional dementia care network, 4) counselling care
center, and 5) hospital.

Nurses will receive an equipped workplace in the
respective setting and must pass a dementia-specific
qualification during the first six months. The cur-
riculum elaborated and evaluated within DelpHi-MV
comprises theoretical and practical elements amount-
ing to 610 hours. Requirements and qualification
contents are described elsewhere [23, 24].

Collaborative DCM will be implemented in these
five healthcare settings for 18 months as a subsidiary
health service complementing existing routine care
structures, including a baseline and six-month follow-
up assessment.
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Recruitment of practice partners from multiple healthcare settings
(physicians' network, ambulatory care service, regional dementia care network, counselling care center,
hospital)

Implementation process for each healthcare setting

Recruitment of participants (12 months)

special care of people with dementia)
* Qualification comprises 610h

Qualification of the Dementia Care Manager
* Consists of 7 detailed modules (e.g. ethical & medical aspects of dementia disease, medication or

Baseline assessment at participants' homes (T,)
Sociodemography & vital parameters, medication, unmet needs, cognition (MMSE), quality of life (Qol-
AD & EQ-5D-5L), caregiver burden (Zarit Burden Inventory), resource utilization (RUD), utilization of
medical services (FIMA), depression (GDS), activities (B-ADL), socialinclusion (SF-DEM)

DCM

Intervention: Dementia Care Management (DCM)
* Assessment-based complex intervention (“Intervention-Management-System”)
Close monitoring by Dementia Care Managers
* Regular coordination with dementia patient, caregivers and GP
« Typical activities: e.g. medication management, medical, psychosocial and social law advice

Woa

Follow-up assessment 6 months after baseline (T,)

Quantitative survey with all stakeholders (T,)
* To assess the acceptance of DCM, implementation barriers and success

3) Efficacy and cost-effectiveness

Data analysis & Evaluation
1) Acceptance and implementation barriers and success
2) Necessity of the intervention: patient sociodemographics, clinical characteristics, and unmet needs

Fig. 1. DCM:IMPact study design.

The DCM will be provided for six months for each
PwD following the intervention of the DelpHi trial,
which was proven to be safe, effective, and cost-
effective [19, 20, 25]. Figure 1 illustrates the study
design.

Eligibility criteria

Patients are eligible if they meet the following cri-
teria: 1) having a formal dementia diagnosis or having
been screened positive for dementia using the Dem-
Tect procedure [26], 2) residing in the community, 3)

being able to read and understand the German lan-
guage, and 4) provide written informed consent (IC)
for participation in the study. PwD living in nursing
homes or institutionalized care settings will not be
included in the study. In addition, caregivers of PwD
could also be included in the study. While for the
study enrolment of the PwD it is not required to have
an informal caregiver, the eligibility criteria for care-
givers are: 1) the caregiver has been designated as a
family caregiver by the study participant, and 2) has
provided written IC.
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Recruitment

Recruitment proceeds on two levels. 1) The first
level includes cooperation with practice partners.
“Memoranda of Understanding” are concluded with
suitable cooperation partners representing one of
the targeted settings. The following goals guided
the preselection of the respective healthcare set-
tings: i) patients should be approached early as
possible and ii) the settings in their entirety should
represent the principal access to healthcare in Ger-
many. 2) At the patient level, the collaborative
partners will identify potential participants in their
respective settings. Recruitment is adapted to each
setting. In the physician networks, the respective
GPs or specialists, like neurologists and psychi-
atrists, will recruit patients and potential family
caregivers according to the eligibility criteria. In
nursing services, regional dementia care networks,
and counselling centers, qualified staff members will
take on this task, inform eligible patients about the
study and invite them and their informal caregivers
(if applicable) to participate. Obtaining written IC
for the study will be done as routine care in each
setting.

Study timeline

This implementation study will consist of three
phases and will be conducted over nine years in five
settings. 1) The first year serves as the preparatory
phase. 2) After one year, the next phase starts with
the first patients being enrolled in the first setting.
Within each setting, the intervention will be carried
out over 18 months. Subsequently, enrollment into
the second setting will start after two and a half
years. Following this pattern, the last patient will be
enrolled in the final setting after eight years, receiv-
ing the intervention for six months. Thus, for each
setting, patients can be recruited within a time frame
of 12 months. After completing the baseline assess-
ment (TO), the intervention will be carried out for six
months for each PwD. Over six months, each care
plan is implemented over six months in collaboration
with various healthcare providers, including monitor-
ing and reviewing outcomes. A follow-up assessment
(T1) will be conducted six months after baseline. 3)
The last six months of the study are dedicated to
the scientific evaluation according to the mentioned
outcomes.

Ethical approval

The study will be conducted following the
criteria of the Helsinki Declaration, the ICH Guide-
lines for Good Clinical Practice, the Memorandum
for the Preservation of Good Scientific Prac-
tice (DFG), the International Ethical Guidelines
for Biomedical Research Involving Human Sub-
jects (CIOMS/WHO), the CONSORT criteria, and
the Guidelines to Develop and Evaluate Complex
Interventions (Medical Research Council). The Eth-
ical Committee of the Chamber of Physicians of
Mecklenburg-Western Pomerania approved the study
protocol and documents for written IC (registry num-
ber BB 001/19).

Only individual interviews and questionnaire sur-
veys will be conducted in this study. Patients or family
caregivers can withdraw their consent to participate
in the study. According to current knowledge, there
are no risks or complications for patients due to the
assessment of the intervention. No medications or
medical devices will be used as part of the interven-
tion. The intervention was already implemented and
tested in the DelpHi-MV study. Therefore, no harmful
side effects to PwD or caregivers are expected. Nev-
ertheless, health parameters are regularly collected to
intervene if necessary.

Intervention

Explanation for the choice of comparators

Collaborative DCM will be implemented suc-
cessively for two years in five different German
healthcare settings and evaluated in terms of accept-
ability, implementation barriers and success, efficacy,
and cost-effectiveness, which means that differences
in these outcomes will be assessed by comparing
the five different settings. As previously mentioned,
recruitment will be conducted differently by the
respective stakeholders in each setting. Either pri-
mary care physicians, specialists, or selected staff
will identify patients, inform them about the study,
and invite them to participate. Once enrolled, PwD
will automatically be assigned to the intervention that
dementia-specifically qualified nurses (dementia care
managers) carry out. The intervention, procedures,
and measures are similar to the randomized, con-
trolled DelpHi-MV trial. The control group of this
study will also be used for sub-group analyses testing
the efficacy and cost-effectiveness of the intervention
groups compared to usual care (control group of the
DelpHi-MV trial).
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Intervention description

The collaborative DCM intervention starts with
a comprehensive assessment of the PwD and
caregivers’ medical, pharmaceutical, social, psycho-
social, and care needs. The assessed needs are
transferred into an individualized list of intervention
tasks needed to address the identified unmet needs.
The intervention plan will be subsequently discussed
and validated with the treating GP and carried out in
close cooperation with various healthcare providers
of the specific setting within six months [25]. After
the assessment, PwD (and their family caregivers, if
existing and participating) receive the intervention
according to the DelpHi-Standard [25]. The inter-
vention addresses the following three main pillars:
1) medication management, 2) treatment and care
management, and 3) caregiver support. These pil-
lars comprise eight different action fields that each
include several foci. Each focus is associated with
specific intervention modules containing algorithms
and trigger points based on the initial assessment
results. This intervention procedure is supported by
a computer-based intervention management system
(IMS). The IMS is an interactive system that supports
the dementia care manager in identifying patients’
unmet needs and generating adequate interventions
to address these needs. Following predefined filter
functions and algorithms, possible interventions are
selected and listed in a preliminary treatment and
care plan. The intervention is described in more detail
elsewhere [25].

Strategies to improve adherence to interventions

During the six-month time frame of the interven-
tion, the dementia care manager monitors whether
the indicated interventions to address a specific need
of the patient as much as possible are successfully
implemented [18, 25]. If not, the nurse will actively
try to support the implementation of these tasks. The
personal and regular contact between the dementia
care manager and the patients also helps to strengthen
adherence to all interventions that require the active
participation of patients and caregivers.

Adverse event reporting and harms

Since the DCM aims to provide existing routine
care resources and services to PwD according to their
needs, adverse events or harms due to the intervention
or study implementation are generally not expected.

However, if adverse events or harms occur, they will
be documented. All processes within the study will
be conducted in close collaboration with primary
care physicians and other healthcare providers in the
respective settings.

Outcomes

The following outcomes will be assessed to
evaluate the differences in the implementation of col-
laborative dementia care management between the
five healthcare settings:

(1) Acceptance and implementation barriers and
success

Implementation success will be assessed by the
number of recruited and treated PwD and caregivers
during the implementation period of two years in
each setting. We hypothesize that the higher the
recruitment and care load of care management (i.e.,
identified unmet needs), the lower the implementa-
tion barriers and the higher the success. Although we
cannot predict the number of patients for each setting,
we assume it differs depending on their sociode-
mographic and clinical characteristics and unmet
needs. Furthermore, we will assess the acceptance,
intervention barriers and success using self-designed
quantitative surveys administered at the end of each
implementation period. Patients, caregivers and par-
ticipating and/or affected healthcare providers will
be asked to state their subjectively perceived benefits
from the collaborative model of care and whether or
not the intervention was supportive for patients and
caregivers. Additionally, we will evaluate whether
healthcare providers state that the IMS was support-
ive.

(2) Necessity of the intervention: patient sociode-
mographics, clinical characteristics, and unmet
needs

Patients’ and caregivers’ socio-demographics (age,
sex, living situation: alone versus not alone) and clini-
cal differences (cognitive and functional impairment,
comorbidities) will be assessed. The patient’s cog-
nitive and functional impairment will be assessed
using the Mini-Mental State-Examination (MMSE)
[27] and the Bayer Activities of Daily Living Scale
[28], respectively. Patient characteristics will be used
to identify at what stage of the disease patients were
allocated to the intervention. Previous studies indi-
cated that collaborative care management programs
are more effective in the early stages of diseases
[19-21]. Furthermore, the number of unmet needs
will be assessed across the various healthcare set-
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tings. Unmet needs cover medical, psychosocial,
social-legal, medication, and nursing needs and will
be assessed by using the IMS [29]. The higher the
number of unmet needs, the higher the demand for
such programs, and the higher the likelihood of
achieving a higher efficacy and cost-effectiveness.

(3) Efficacy and cost-effectiveness

Since DCM implementation depends on the par-
ticular patients’ and caregivers’ needs, the healthcare
services initiated and their utilization, intervention
efficacy, and cost-effectiveness are likely to vary
by setting. To evaluate the effectiveness of the
intervention, we will also assess the change in
neuropsychiatric symptoms over time using the Neu-
ropsychiatric Inventory (NPI) [30] and the change in
the quality of life over time using the Quality of Life
in Alzheimer’s Disease (QoL-AD) [31] as a self-and
proxy-rating.

Furthermore, personnel and running costs to
implement the intervention will be recorded. Differ-
ent workloads of dementia care managers also result
in different costs for the intervention per PwD. There-
fore, implementation costs will be assessed to the
number of PwD treated per setting and compared
across settings. We will assess the pattern and inten-
sity of the intervention in each setting by evaluating
the number of services provided by the dementia
care managers as well as through the number of
home visits, physician visits, telephone calls and
the number of contacts with the different healthcare
providers involved in the care of PwD. Within the
cost-effectiveness analyses, effects are assessed by
the change in health-related quality of life over the
six months using the EQ-5D-5 L [32, 33] as a patient
self- and caregiver proxy-rating.

For further subgroup analyses, data from the con-
trol group of the DelpHi-MV study will be available
to assess efficacy and cost-effectiveness compared to
usual care. The eligibility criteria were in both studies
the same (formally diagnosed or suspected demen-
tia and living at home). However, in the DelpHi-MV
trial, age was defined as >70 years, which will also
be considered in the statistical analyses adjusted for
patients’ sociodemographic and clinical characteris-
tics to ensure comparability.

Sample size

Experience from the DelpHi-MV study and the
systematic review by Somme et al. indicate that a
caseload of approximately 60 PwD per year and care
manager is needed to provide intensive care manage-

ment for PwD [14, 18]. Therefore, after qualifying the
nurses of each setting within the first six months of
each implementation period of two years, we expect
that 90 dyads, consisting of PwD and their caregivers,
canbe recruited, resulting in a total of 450 PwD across
the five different settings.

Data collection and management

Plans for assessment and collection of outcomes

This study examines differences in implement-
ing collaborative DCM across health settings. Before
starting the intervention, the care manager will con-
duct a computer-assisted baseline assessment at the
participant’s home. The assessment is based on
primary data from participants (PwD and their care-
givers) and collected by dementia care managers in
face-to-face interviews. A similar assessment will be
conducted six months after completing the baseline
assessment, i.e., after six months of intervention. The
following instruments will be used within the baseline
and follow-up assessment:

e health-related quality of life (HRQoL) will
be measured using the Quality of Life in
Alzheimer’s Disease (QOL-AD) [31] and the
EQ-5D-5L [32, 33];

e the activities of daily living (ADL) will be
assessed using the Bayer Activities of Daily Liv-
ing Scale (B-ADL) [28];

e depression will be assessed according to the
Geriatric Depression Scale (GDS) [34];

e the social functioning in dementia (SF-DEM)
[35] will measure social inclusion;

e caregiver burden will be measured using the
Zarit burden interview (ZBI) [36];

e utilization of healthcare resources among elderly
individuals will be assessed by the FIMA ques-
tionnaire [37];

e the cognitive impairment will be assessed by the
MMSE [27];

e informal care, as well as caregiver’s productiv-
ity losses, will be evaluated using the Resource
Utilization in Dementia Instrument (RUD) [38].

At the end of the implementation procedure in the
specific setting, i.e., after two years, self-designed
quantitative questionnaires will be conducted with all
stakeholders to assess the acceptance, implementa-
tion barriers, and success.
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Plans to promote participant retention and
complete follow-up

The individual staff in the setting will pre-select
suitable patients who are known to them and are
already receiving services. In addition, the interven-
tion is provided by qualified study personnel who are
also part of the staff of the respective setting. Conse-
quently, it can be assumed that stakeholders are vested
in ensuring that the collaborative dementia care pro-
gram implementation achieves at least the same level
of success as other routine care services, including
participant retention and complete follow-up. Study
discontinuation is documented by the study staff in
the participant’s data. If only the consent is with-
drawn, the research data collected so far remain in
the study database, are anonymized and analyzed. If
further data use is also prohibited, all research data
collected up to that point will be deleted from the
research database.

Data management

All data will be entered and stored by the dementia
care managers into the IMS using a mobile touch-
screen tablet PC specially developed for this purpose.
The database is located on a central server located
in a closed network. Since healthcare settings across
Germany can participate, the data transfer between
the mobile IT systems and the server takes place via
secured VPN connections. Personal identifying data,
such as a patient’s name and address, is transferred
from the study server to the tablet PC during home
visits. After the home visit and the transfer of the col-
lected data to the central server, the personal data is
deleted so that no more patient data is stored on the
tablet PC. The entered data are then only available to
the study team for quality and completeness control
and analysis. During the preparation of the evalua-
tion data set, the person-identifying data are removed
from the data set and are pseudonymized with ran-
dom numbers. Only the pseudonymized patient IDs
are available to the study personnel outside of the
visits. The completed paper-based interview forms
of the participants and family caregivers are stored
in separately locked filing cabinets according to the
guidelines and recommendations for ensuring good
epidemiological practice (GEP) [39]. Data will be
stored for ten years following current data security
and privacy standards as documented in the Institute
for Community Medicine Institutional Privacy Policy
(September 2019 version).

Data confidentiality

After eligible patients have been identified and
informed about the study, the IC is required to share
personal information with the study team, such as
contact information. If participants agree, they will
sign an IC in which they (a) agree to the disclosure of
personal address information and (b) release the staff
of the respective setting from their duty of confiden-
tiality to the study team and (c) allow the study team
to contact them.

Data collection, transfer, and maintenance are sep-
arated throughout the study regarding personnel and
functions. Documents containing personal data are
accessible only to authorized study team members.
The dementia care managers receive personal data,
such as a participant’s address, only during home vis-
its for that particular day. The scientific evaluations
are performed pseudonymously. Only anonymized
and aggregated data are published, not allowing iden-
tification about the individual participants.

Statistical methods

The samples will be separated concerning PwD
demographics, cognitive and functional status (mild
versus moderate to severe), comorbidities, as well as
living situation (living alone versus not alone) to iden-
tify who benefits most from the DCM and for which
subgroup the highest efficacy and cost-effectiveness
could be achieved across the settings.

Further, descriptive statistics will be conducted to
assess the acceptance and the implementation barriers
and success and assess the necessity of the interven-
tion by describing the patient’s socio-demographic
and clinical characteristics and the type and number
of unmet needs across settings.

Univariate analyses (Fisher’s exact test, t-test) and
multivariate linear and logistic regression models will
be used to identify differences between settings. Dif-
ferences in the patient’s neuropsychiatric symptoms
and HRQoL will be assessed as a delta between the
baseline (TO) and six-month follow-up assessment
(T1). Multivariate regression models will assess the
setting-specific effectiveness concerning these out-
comes.

Intervention costs will be assessed by dividing
the total cost for the intervention by the number of
recruited patients and carried-out interventions per
setting. Average healthcare costs per patient will be
calculated using recorded healthcare resource uti-
lization (assessed by the FIMA questionnaire) added
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by published unit costs in Euros (€) [40, 41]. The
incremental cost-effectiveness ratios (ICER) will be
calculated using the incremental cost per quality-
adjusted life-year gained in one setting compared
with all other settings [42]. For further subgroup anal-
yses, the control group who received care as usual in
the DelpHi-MV trial will also be used as a compara-
tor for cost-effectiveness analyses. Because of the
highly skewed cost distribution, standard errors and
confidence intervals will be estimated by bootstrap-
ping (2000 replications) [43]. To handle sampling
uncertainty in the ICER, we will use nonparamet-
ric bootstrapping, creating 1000 resamples stratified
for the cluster and group distribution [44]. The
probability of DCM cost-effectiveness is calculated
using these resamples and different willingness-to-
pay (WTP) margins [45, 46].

The number of missing data will be identified and
declared for the univariate analyses and multivariate
regressions. Consistent with previous studies, mul-
tiple imputations via chained equation (MICE) will
be used for multivariate regression analyses [19, 20,
47-49].

Access to data and code is available upon request
from the authors in compliance with ethical provi-
sions and applicable data protection regulations. The
protocol is accessible via the German Clinical Trials
Register (DRKS00025074).

Dissemination plans

Itis intended to publish the results in peer-reviewed
scientific journals. To make the scientific findings
accessible to a broader audience, the existing public
relations channels of all stakeholders involved, such
as funders or healthcare providers, will be used.

RESULTS

In principle, the examined outcomes will differ
by patients’ sociodemographic and clinical charac-
teristics and identified unmet needs in each setting.
Furthermore, we expect the higher the number of
recruited PwD and the care load of the respective
dementia care manager (i.e., identified unmet needs),
the lower the implementation barriers and the higher
the success. An increased number of identified unmet
needs will also indicate a greater demand and, thus,
an increased likelihood of achieving greater efficacy
and cost-effectiveness. Additionally, we assume that
the intervention will be more effective in the early
dementia stages. The acceptance will vary depending

on the stakeholders’ role (i.e., PwD, family caregiver,
physician, or nurse).

DISCUSSION

The DCM:IMPact study aims to implement col-
laborative dementia care as a dementia-specific care
service in different settings and to examine differ-
ences in patients’ socio-demographic and clinical
characteristics, unmet needs as well as acceptance,
implementation barriers and implementation success,
and the efficacy and cost-effectiveness of the DCM
across five healthcare settings in Germany. This is
of vital importance to identify the setting where the
highest benefits could be achieved by implementing
collaborative dementia care. This study is expected to
expand evidence on the target population of PwD to
better understand their needs depending on the set-
ting and subsequently meet them most effectively.
In this context, a particular group of patients may
receive optimal care in a specific setting. Therefore,
it would make sense to efficiently use scarce health-
care resources by implementing collaborative care in
settings where patients’ and caregivers’ needs and
acceptance in the setting are greatest and implemen-
tation barriers low so that the intervention could have
the highest impact. For this reason, the results of this
study also serve as decision-making aids for imple-
menting such models of collaborative care in routine
care in Germany and worldwide.

In addition, the study will identify specific needs
beyond outpatient care for PwD. Based on the find-
ings, both the intervention and the qualification
content of prospective dementia care managers can
be modified according to the needs of the particu-
lar setting and its stakeholders. For this purpose, the
subjective experiences of all stakeholders will also
be included. The ethical, legal, political, and eco-
nomic frameworks of healthcare systems worldwide
are pretty universal. However, Germany’s federal
structure allows it to address local circumstances,
resulting in regional variations in supply and demand
for healthcare services. Since the DCM will be
implemented across regions and healthcare sectors
in Germany, the present study will also improve the
generalizability of the findings.

The findings gained from DCM:IMPact can
improve the quality of life and care for PwD and
their caregivers in different settings. By involving all
stakeholders and settings and analyzing the respec-
tive implementation barriers, transaction costs can
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be minimized during prospective implementation. In
addition, the results will show where the greatest need
is and who benefits most from utilizing collaborative
care.

TRIAL STATUS

Enrolment in the study started on 1 February 2019.
Under the current recruitment plan, the last patient is
expected to be enrolled on 1 March 2026.
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