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Abstract
Background: Current guidelines for dementia care recommend the combination of drug therapy
with non-pharmaceutical measures like counselling and social support. However, the scientific
evidence concerning non-pharmaceutical interventions for dementia patients and their informal
caregivers remains inconclusive. Targets of modern comprehensive dementia care are to enable
patients to live at home as long and as independent as possible and to reduce the burden of
caregivers. The objective of the study is to compare a complex intervention including caregiver
support groups and counselling against usual care in terms of time to nursing home placement. In
this paper the study protocol is described.

Methods/Design: The IDA (Initiative Demenzversorgung in der Allgemeinmedizin) project is
designed as a three armed cluster-randomized trial where dementia patients and their informal
caregivers are recruited by general practitioners. Patients in the study region of Middle Franconia,
Germany, are included if they have mild or moderate dementia, are at least 65 years old, and are
members of the German AOK (Allgemeine Ortskrankenkasse) sickness fund. In the control group
patients receive regular treatment, whereas in the two intervention groups general practitioners
participate in a training course in evidence based dementia treatment, recommend support groups
and offer counseling to the family caregivers either beginning at baseline or after the 1-year follow-
up. The study recruitment and follow-up took place from July 2005 to January 2009. 303 general
practitioners were randomized of which 129 recruited a total of 390 patients. Time to nursing
home admission within the two year intervention and follow-up period is the primary endpoint.
Secondary endpoints are cognitive status, activities of daily living, burden of care giving as well as
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healthcare costs. For an economic analysis from the societal perspective, data are collected from
caregivers as well as by the use of routine data from statutory health insurance and long-term care
insurance.

Discussion: From a public health perspective, the IDA trial is expected to lead to evidence based
results on the community effectiveness of non-pharmaceutical support measures for dementia
patients and their caregivers in the primary care sector. For health policy makers it is necessary to
make their decisions about financing new services based on strong knowledge about the acceptance
of measures in the population and their cost-effectiveness.

Trial registration: ISRCTN68329593

Background
Dementia care is one of the most important challenges for
health care systems in the greying societies of – for exam-
ple – the US or Europe. Based on epidemiological prog-
noses they will have to cope with doubled or tripled
figures of dementia patients until 2050 [1-3]. In Germany,
direct medical costs for patients with dementia totalled
6.1 billion Euros in 2004 which made up 2.7% of total
direct medical cost. Institutional care for patients with
dementia accounted for 3.9 billion Euros [4]. Hallauer
and colleagues calculated that the average total costs per
patient including informal care sum up to approximately
44,000 Euros per year in Germany, of which the monetary
equivalent of informal care giving time is the largest share
[5]. From a societal and public health point of view, there
is need to implement evidence based standards and serv-
ices of medical and social care for patients and their car-
egivers [3].

Looking at current clinical dementia guidelines, there
seems to be sufficient evidence for the efficacy of some
drugs (e.g. cholinesterase inhibitors) in symptomatic ther-
apy aiming at the delay of the disease progress. However,
the scientific evidence concerning non-pharmaceutical
interventions for dementia patients and their informal
caregivers remains inconclusive [6-15]. Reasons can be
found in the heterogeneity of intervention types, popula-
tions, settings, study designs, outcomes and – in addition
– in widespread methodological quality problems, e.g.
small sample sizes, observation periods too short to see
clinically relevant intervention effects, and further short-
comings of scientific evaluation [6,7]. In a recently pub-
lished meta analysis, an overall significant positive effect
of non-pharmacological interventions in delaying institu-
tionalization was reported, but there was significant het-
erogeneity between the thirteen studies [16]. While the
cost-effectiveness of anti-dementive drugs is frequently
analyzed, only few economic evaluations exist for non-
medical interventions aiming to postpone institutional
care [17-23].

Because in Germany general practitioners (GPs) play the
key role in health care of the elderly, they automatically
come into focus when introducing new services in demen-
tia care. In most cases GPs are primarily faced with essen-
tial tasks like detecting and diagnosing dementia,
information of patient and family members, drug therapy,
and linking to further counselling and supportive meas-
ures. Especially in the care of non-institutionalized
dementia patients, the GPs' influence on the help seeking
behaviour of patients and caregivers can be decisive for
families' willingness to accept external support and expert
counselling. A systematic interdisciplinary collaboration
between GPs, medical specialists and professionals in the
field of social and psychological dementia care will be a
key issue in the future [24].

In current practice the context of dementia care is difficult
and study results [25-31] hint on the existence of a bundle
of factors related to patient, caregiver, and physician
which are building a barrier for optimizing dementia care.

On the societal level, dementia is a stigmatized disease
surrounded by influences of ageism. Patients and caregiv-
ers often deny dementia symptoms, experience difficulties
in accepting the diagnosis, and react to the disease with
social withdrawal and depression. They have a lack of dis-
ease specific knowledge and of information on regional
support and counselling services. This lack of knowledge
is often shared by their GPs [32] who have a tendency of
tabooing cognitive impairments and have difficulties in
telling bad news – especially disclosing a diagnosis of
dementia [33-36]. Furthermore, a skeptical or negative
attitude towards the potential benefits of dementia drug
therapies [37] and the unclear evidence concerning non-
pharmaceutical treatment and support options as well as
unclear referral ways to specialist psychiatric services (e.g.
memory clinics) may prevent the optimal care for demen-
tia patients.

All these above mentioned factors in sum lead to delayed
and insufficient care with regard to diagnostics, treatment,
counselling and social support for many dementia
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patients [3,26]. Therefore, a potentially successful inter-
vention program in primary care has to address several of
these obstacles to optimize dementia care. Focussing on
single factors like education and training programs for
doctors or distribution of dementia guidelines to close
GPs' knowledge gaps probably is not enough [38-40].

The IDA study aims to combine several treatment options
including training of GPs concerning diagnosis and treat-
ment of dementia, out-patient specialist support for GPs,
the offer of support programs and counseling for informal
caregivers of patients with dementia.

The main research questions of the IDA project, from the
perspectives of health care and health economics, are: (1)
Is a complex intervention for community dwelling
dementia patients, their caregivers and doctors more effec-
tive than usual care with respect to postponement of nurs-
ing home placement? (2) Does the intervention have an
effect on disease progression and on caregiver burden? (3)
Is the intervention cost-effective compared to usual care
when assessed from the societal perspective? The objective
of this paper is to describe the study protocol of the clus-
ter-randomized IDA study. Recruitment and follow-up of
all study patients have ended and the analysis phase has
started by spring 2009. The detailed description of the
study background and protocol is published as a reference
for forthcoming papers describing the study results.

Methods/Design
Study Design and Setting
The IDA study is designed as a three-armed cluster-rand-
omized trial. The main research hypothesis is that for
dementia patients still living at home a complex interven-
tion consisting of an initial training of GPs in evidence
based diagnosis and treatment, of the provision of car-
egiver support groups, and of actively approaching family
counselling, can prolong time to nursing home placement
in comparison to usual care. In comparison to usual care
(study arm A), one intervention group receives additional
training of GPs in medication and non-medication based
therapies for dementia, and caregivers are offered to par-
ticipate in caregiver support groups (study arm B),
whereas in the second intervention group actively
approaching family counselling is additionally imple-
mented (study arm C). The duration of the intervention
phase is two years. However, a change of study design
became necessary due to the unexpected slow recruitment
of patients (18 months instead of 6 months) and the very
low participation rates of caregivers in the caregiver sup-
port groups. The main focus of the study was shifted
towards the comparison of groups A and C. In group B,
the actively approaching family counselling was imple-
mented after the 1-year follow-up. Thereby, patients in
arm B can serve as an intermediate intervention group in

the first year and as an additional full intervention group
in the second year. The new study design is shown in Fig-
ure 1.

The study region Middle Franconia is a mixed urban rural
area around Nuremberg in Bavaria, Germany.

Recruitment of GPs and Patients
All GPs in the study region in Middle Franconia (about
1200) were contacted with an information leaflet and
invited to participate in the project. GPs willing to partic-
ipate had to sign a contract with the AOK sickness fund.
The training sessions (one for each GP) took place with
groups of 10 to 30 GPs.

After the training, the GP identified all dementia patients
in his or her practice who fulfilled the following selection
criteria. Patients were included if they had mild to moder-
ate dementia as defined by an MMSE (Mini Mental State
Examination) between 10 and 24 [41], if they were at least
65 years old and a member of the AOK health insurance,
and if they still lived at home and had an informal car-
egiver who was willing to participate in the study. The
MMSE is a widely used test of cognitive function. Patients
with a MMSE score below 10 were excluded because they
were considered to be unable to give informed consent. In
addition, we expected that in these patients nursing home
placement could be necessary before treatment could
have any effect. Patients with a MMSE score above 24 were
excluded to gain a certain level of diagnostic accuracy and
reduce the rate of falsely included patients with mild cog-
nitive impairment (MCI), because a differential diagnosis
is often difficult for GPs. Patients were excluded if they
had terminal illness or if admission to nursing home was
already planned. Patients not able or not willing to give
informed consent were also excluded. Patients could be
newly diagnosed or were already known as dementia
patients.

Signed informed consent of study participants and their
informal caregivers was required before patients could be
entered into the study. The study protocol as well as the
amendment necessitated by the change in study design
has been approved by the Ethics Committee at the Bavar-
ian Chamber of Physicians. (Date of approval: 30/05/
2005, Reference number: 05029). Furthermore, the study
is conducted in accordance to German privacy law and in
compliance with the Helsinki Declaration. Recruitment of
patients started in June 2005 and ended in December
2006.

Randomization
The IDA project is a cluster-randomized study where the
general practices are the clusters and thus the units of ran-
domization. If two or three GPs from the same group
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practice wanted to participate in the study and attended
the training course, they were randomized into the same
study arm. The randomization was done by the statistics
and data centre, usually one day before each training
course when the full list of registered participants was
available. We applied the randomization method of per-
muted blocks within strata, where stratification was done
with respect to study region and type of practice (single vs.
group). The allocation ratio was 1:1:1. The GPs were
informed about their assigned study arm during the train-
ing course.

Interventions
The study arm A serves as a control group where patients
receive usual care. However, since GPs served as mediators
of the intervention in IDA, all participating GPs received
at least basic information concerning dementia diagnosis
and about study procedures.

Training GPs
The obligatory training course for all participating GPs
consisted of a dementia-specific part and a part concern-
ing the study.

The dementia-specific part of the training consisted of
dementia diagnostics including execution of the Mini-
Mental Status Examination (MMSE) with a video demon-
stration and a section about patient and caregiver infor-
mation (120 minutes). Afterwards, the GPs were
informed to which study arm they were randomized. GPs
of study arm A were separated from B and C and received
study-specific information. Group A physicians were
trained in early detection and diagnosis of dementia only.
Their knowledge of non-medical treatment options and
drugs was not part of the initial training. As a comparator
this level of knowledge could serve as a proxy for the gen-
eral status quo. The diagnostic training contained basic
information about dementia (epidemiology, pathophysi-

Study designFigure 1
Study design.

 Randomisation of general practitioners (GP)

A B C

Further training on diagnosis of dementia

Further training on therapy of dementia

Recruitment of patients and their informal caregivers

A (171) B (109) C (110)
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GP recommends
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Page 4 of 11
(page number not for citation purposes)



BMC Health Services Research 2009, 9:91 http://www.biomedcentral.com/1472-6963/9/91
ology, early symptoms of dementia), anamnesis and
physical examination, laboratory diagnostics, and psy-
chometric tests. The additional training for group B and C
physicians on treatment of dementia (140 minutes) con-
sisted of information about interfaces in the German
health care system, non-medication based treatment,
information and counselling of caregivers, medical treat-
ment options, therapy of non-cognitive disorders and spe-
cific problems. The dementia guideline for GPs, published
by the Witten-Herdecke University http://www.evi
dence.de and the therapy recommendations of the Phar-
maceutical Commission of the German Medical Associa-
tion were used as the basis of the training. The therapeutic
and diagnostic part of the training was given by five neu-
rologists or psychiatrists with proven gerontopsychiatric
expertise who are active in out-patient care in the study
region.

All doctors received a folder containing written informa-
tion specific to groups A, B, or C of the study including the
slides of the training, the current dementia guideline and
the baseline documentation forms for 10 patients.

Out-patient specialist support for GPs
The medical experts involved in the training offered out-
patient consultant support to the GPs in groups B and C.
In the case of acute deterioration or problems with ther-
apy, appointments were available for dementia patients at
short notice. Additionally a weekend telephone consult-
ant on-call service was set up for the GPs.

Recommending family caregiver support groups
In groups B and C, the GPs suggested that caregivers
should attend a family caregiver support group. The car-
egiver received an information sheet from the GP with
contact details of 17 family caregiver support groups
within the study region, all of which had been set up inde-
pendently from the IDA project. The groups were required
to have three qualifying characteristics: (1) professional
supervision, (2) hold at least ten formal meetings per year,
and (3) contain a psycho-educational element to improve
the competencies of the family caregivers. After the con-
sultation, the GP sent a fax to the chosen family caregiver
support group, so that it would be possible to verify later
which relatives attended a support group following the
GP's offer. The family caregiver alone decided whether the
visit actually took place or not.

"Counsellors contact caregivers" (CCC)
The family caregivers in Group C (and in group B after one
year as well), were offered a special type of family car-
egiver counselling which would be recommended to them
by their GP. After receiving the registration fax from the
GP, the counsellor (now referred to as the "IDA counsel-
lor") contacted the family caregiver by phone and tried to

establish personal contact in form of a home visit, if pos-
sible. The IDA counsellor used elements of case and care
management in educating and supporting the family car-
egivers psychologically and socially, to improve their
competences in all facets of care. The aim was to support
the family caregiver to the extent that the dementia patient
was able to remain in the domestic environment as long
as possible. Guidelines were developed for choosing those
supportive measures that were expected to have a positive
effect in specific situations. The IDA counsellor was also
available by phone on weekends.

Four IDA counsellors worked in the project. Their profes-
sional competence consisted of training and several years
of experience in nursing. They were expected to be able to
empathise with the family caregivers and they received
regular training in subjects important for the counselling
process. Because of the large study area, the care managers
were assigned to the patients regionally.

Measurements
The study outcome variables concern potential effects of
the intervention on the patient and on the caregiver level.
In addition, economic outcomes from a societal perspec-
tive are registered.

The primary endpoint of the study is the remaining time
the patient lives at home. This is defined as time from
study entry until either nursing home placement (for at
least 8 weeks) or death. In an additional analysis, death
will be treated as a censoring event.

Secondary endpoints are:

1. Cognitive functioning of the patients (MMSE)

2. Patients' ability to perform ADL and IADL measured
by the Barthel-Index [42] and the IADL subscale of the
Nurses' Observation Scale for Geriatric Patients NOS-
GER [43]

3. Subjective burden of informal caregivers measured
by the Burden Scale for Family Caregivers (BSFC) [44]

4. Quality of life of the patients (EQ-5D) [45-47]

5. Time to death

6. Number and duration of hospital stay

7. Direct medical and non-medical costs (including
informal care)

8. Use of formal care and support services
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Table 1 gives an overview on baseline and follow-up
measurements. The measurements in the IDA project
occur at the following fixed and variable time points:
baseline measurement at entry into study (t0), follow-ups
at six months (only for patients in arm B and C if they
receive an antidementive drug) (t6), at twelve months
(t12) and after 24 months (t24). If the patient was admitted
to nursing home, no further assessments took place but
GPs and caregivers were asked about the reasons for the
institutionalization.

The baseline assessment (t0) consisted of the documenta-
tion by the GP including test results and a telephone inter-
view with the primary caregiver. In accordance with a
naturalistic study design, documentation was restricted to
an essential set of variables. The computer-aided tele-
phone interview with the informal caregiver was con-
ducted by trained interviewers. Apart from the Barthel-
Index, NOSGER, and BSFC items, the telephone interview
contains detailed assessment of informal care time and
the use of formal care by home care services. If the inter-
viewees refused to respond by telephone, they were asked
to answer a written version of the questionnaire.

Economic data
The cost-effectiveness of the intervention will be calcu-
lated from a societal perspective. Table 2 shows the differ-
ent data sources for the assessment of resource use and

direct cost. All patients, as well as caregivers who are
insured with the same sickness fund, were asked to give
permission to get their health insurance data over a time
period covering one year before and four years after study
entry.

The informal care time of all involved caregivers is
assessed within the telephone interview with the primary
caregiver. We used an extended version of the specific
questions on informal care time of the Resource Utiliza-
tion in Dementia (RUD)-instrument [48,49]. Formal and
informal care was assessed by days during the last four
weeks and average number of hours on these days. Costs
not reimbursed by the health insurance were additionally
assessed.

Intervention costs will be estimated, these include costs
for care managers (including labour costs and overhead
costs) and for caregiver support groups. Study specific
costs, which would not occur in routine application, will
not be considered.

Measures against bias
The study is unblinded with respect to the GPs, the
patients, and their caregivers. However, the assessment by
telephone interview after one and two years is done by
students who are not informed to which study arm the
patient belongs.

Table 1: Baseline and follow-up measurements

Aim Instrument Applied to t0 t6 t12 t24 th

Anamnestic data Baseline CRF GP X

Quality of life of patient EQ-5D Patient, informal caregiver and GP X X X

Cognitive function patient MMSE GP X X X X

DEMTECT GP X

Evaluation of antidementiva therapy CRF GP X

Global health status of the patient CGI GP X X X X

Behavioural problems patient NOSGER (Subtest) Informal caregiver X X X

ADL patient Barthel-Index Informal caregiver X X X

IADL patient NOSGER (Subtest) Informal caregiver X X X

Caregiver burden BSFC Informal caregiver X X X

Resource use, situation of caregiver Questionnaire Informal caregiver X X X

Nursing home placement (reasons) Questionnaire Informal caregiver and GP X
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From the methodological point of view, the main prob-
lem with cluster randomized trials is the potential for
selection bias [50]. Although the GPs are randomly
assigned to the study arms, inclusion of patients and their
caregivers may be biased by foreknowledge of the alloca-
tion. This can occur because doctors may differently
approach patients depending on the study arm they
belong to or because patients and caregivers may differ-
ently consent to participation.

To address the problem of selection bias, we asked the
participating GPs to initially provide a list of all dementia
patients in their practice whom they considered eligible
for the study. These lists will allow comparison of the
basic characteristics of patients participating vs. those not
included in the study overall and between study arms.

Analysis
The confirmatory analysis of the study concerns the com-
parison of the three study groups with respect to the pri-
mary endpoint. To account for multiple testing, we plan
to apply a closed testing procedure, which consists of test-
ing the global null hypothesis of no difference between all
three groups, and, in case of rejection, three subsequent
pairwise comparisons with a significance level of 5%.
Since the primary endpoint is a censored failure time var-
iable, survival models adapted for clustered data will be
applied [51]. All analyses will primarily be done accord-
ing to the intention-to-treat approach. Analyses of second-
ary endpoints will use generalized linear models
accounting for cluster randomization. Selection bias will
be tested and adjusted for on the basis of available base-
line data. For most secondary endpoints, no measure-
ments will be available if the patient has died or moved
into a nursing home. These analyses will therefore be
done on the basis of all available cases. Additional analy-

ses will be performed by applying imputation methods to
those cases where patients were admitted to nursing
home. In case of severely skewed distribution of cost vari-
ables, we will check the robustness of results by applying
transformations or by performing bootstrap analyses.

Sample size
For the sample size calculation, we had to consider a mul-
tiple test procedure for a three-group comparison with
respect to a censored outcome variable and with allow-
ance for a cluster effect. The calculation was based on an
error probability α = 0.05 and a statistical power 1-β =
0.90 for each of the pairwise comparisons. As a clinically
relevant effect we considered a difference of 15% or more
in the probability a patient is still living at home after two
years. The AD2000 Collaborative Group reported that
25% of the dementia patients had to be moved to a nurs-
ing home after two years [52]. This rate was used as event
rate for study arm B. As deaths are counted as event we
assumed a 10% point higher rate in all study arms. Under
the alternative hypothesis we estimated that 50% (arm A,
usual care) vs. 65% (arm B) vs. 80% (arm C) would still
live at home after two years. As a result, 227 patients per
arm were needed for a study with individual randomiza-
tion [53]. Allowing for a cluster effect (ICC = 0.05, correc-
tion factor = 1.2) yields 272 patients per group. With
further allowance for drop-out (10%) we decided to set
the recruitment target at 900 patients. The change in study
design reported above was considered acceptable with
respect to statistical power, since a power of 75% could
still be achieved for the comparison of groups A and C
with a sample size as small as 120 per group if a 20% dif-
ference in event rates was assumed.

Table 2: Data sources for cost estimation

Category Source

Outpatient care Health insurance data

Prescribed drugs Health insurance data

Inpatient care Health insurance data

Rehabilitation Health insurance data

Medical aids and non-physician services Health insurance data and caregiver interview

Informal care Caregiver interview

Other dementia-related costs not reimbursed by the health insurance including self-paid drugs Caregiver interview

Formal care and support services Health insurance data and caregiver
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Economic evaluation
The primary economic evaluation will be a cost-effective-
ness analysis from the societal perspective. The results will
be presented as incremental cost per additional year living
at home. We will use the bootstrap approach to calculate
confidence intervals for incremental cost-effectiveness
ratios. In a secondary cost-utility analysis, quality-
adjusted life years (QALYs) will be calculated based on
EQ-5D values.

Discussion
In this paper we describe the study design of an innovative
cluster-randomized trial evaluating the cost-effectiveness
of a complex intervention for GPs and family caregivers of
patients with dementia living at home. The IDA study
aims to combine several treatment options including
training of GPs concerning diagnosis and treatment of
dementia, out-patient specialist support for GPs, and sup-
port programs and counseling for informal caregivers of
patients with dementia. The counseling for caregivers is
the main intervention of the IDA study.

Particular strengths of the study design are the relatively
large sample size, the cluster randomization, the long fol-
low-up of two years, and the availability of complete
health insurance data for all patients over the whole study
period. Since we planned this study as a so-called prag-
matic (or naturalistic) trial, we tried to aim at maximum
generalizability by recruiting a large number of GPs who
cover a mixed urban and rural region typical for Germany.
We motivated participating GPs to include all suitable
patients in the study. Formal inclusion and exclusion cri-
teria for patients, such as availability of caregiver, were
necessary and do not pose a threat to external validity.
Restriction of patients to those from the AOK sickness
fund seemed necessary, since we wanted to obtain com-
plete health insurance data. This is no severe threat to
external validity, since the regional AOK sickness funds
have the largest share of insured patients in Germany. In
2005, about one million people or 49.6% of the popula-
tion aged over 65 of the statutory health insurance market
in Bavaria was insured by the AOK.

The major problem with respect to selection bias is the
exclusion of patients whose caregivers are not willing to
participate, either because of fear of stigmatization or
other reasons. Some GPs may be more willing and able to
convince patients and caregivers to participate than oth-
ers, and in a cluster randomized trial this may also be
related to the treatment group. In order to investigate
selection bias, we plan to compare groups with respect to
baseline data. In addition, we asked all GPs to initially
provide a list of patients they would approach. In a sub-
sample of about 50% of all GPs we conducted interim tel-

ephone interviews to ask them about progress of
recruitment and reasons for non-inclusion.

Since patients with dementia may not be able to give cor-
rect information, we collected all data via GPs or caregiv-
ers or from the sickness fund. The only exception is
assessment of quality of life, which was also collected
from patients.

We chose time to nursing home referral as the primary
endpoint because the main concept was to help caregivers
to care for their relatives suffering from dementia as long
as possible in their living environment. In a recent meta-
analysis only studies were selected that reported this end-
point [16]. We discussed in detail whether death before
nursing home placement should be included in the pri-
mary endpoint or count as a censoring event. Other stud-
ies often do not explicitly mention how this is handled as
for instance Spijker et al 2008 [16]. It was decided to
include it because this would minimize any possibility of
bias and we expected to be able to accept the additional
random error because of the large sample size. According
to data from a population based study, median survival
time is five to seven years from time of diagnosis in
patients with mild or moderate dementia [54]. The out-
comes nursing home placement and death can be com-
pletely assessed by AOK data. Reasons for nursing home
placement may be unrelated to progress of dementia, e.g.
caused by other disease or by death of a caregiver. We try
to document these reasons as given by the GP and the car-
egiver wherever possible.

Two year follow-up was considered to be necessary in
order to register enough events within the duration of the
study. In our sample size calculation we expected to
observe 50% events within two years based on estima-
tions from the AD2000 study [52].

There was no additional validation of the dementia diag-
nosis as we decided to choose a naturalistic design. How-
ever, all participating GPs had a training unit in
standardized application of the MMSE.

Physicians prescribe the drug that they consider as the
right one for their patient, reflecting their knowledge of
the disease, the diagnosis and the characteristics of the
patient. In contrast to study arm A, GPs randomized in
study arm B and C were trained in treatment of anti-
dementive drugs. The aim of the training was to improve
the knowledge of the physicians so that the treatment fol-
lows the guideline for GPs (Witten-Herdecke University)
and the therapy recommendations of the Pharmaceutical
Commission of the German Medical Association. There-
fore drug treatment followed evidence-based guidelines
and drugs were prescribed according to their approval.
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Differential drug prescription may have an additional
intervention effect which cannot accurately be distin-
guished from the effect of the non-medical interventions.
However, the prescribing pattern of the GPs in the three
study arms will be known from the health insurance data
and will be considered in the analysis.

To prevent intervention effects depending on the family
counsellor we implemented a guideline for the counsel-
lors. However, the process of counselling is individual
and depends on many different factors such as the car-
egiver situation, the patients' health status, the living
arrangement etc. Therefore, we cannot guarantee a unique
counselling effect for all counsellors.

We experienced some specific unforeseen problems in the
implementation of the study design that we were able to
solve in a pragmatic way. During recruitment the question
arose how to deal with caregivers who care for two people
meeting the inclusion criteria. We decided that both
patients could take part in the study. Questions within the
telephone interview relating to the informal caregiver
were only assessed once.

It was planned to recruit the primary informal caregiver of
the patient that is the person who carries out the largest
part of informal care. However, sometimes it was not the
primary informal caregiver who signed the written con-
sent. In those cases we refrained from contacting the pri-
mary caregiver and involved the non-primary caregiver. It
might be possible, that their statements on resource use
are less valid as they are not as strongly involved in the car-
ing process as the primary informal caregiver.

Some informal caregivers preferred to answer the print
version of the questionnaire. If the written questionnaires
had values missing, we refrained from contacting these
subjects again. Answers of the written questionnaire
might differ from those of the telephone interview as car-
egivers have not the possibility to pose clarification ques-
tions.

The resource use of informal care is measured since it
plays a substantial role in caring for patients with demen-
tia living at home [55-59]. Omission of costs of informal
care would bias cost-effectiveness against formal care in
favor of informal care which seems to be free of charge
[56]. Measuring the economic burden of informal care is
not easy for several reasons. We decided to assess and
value the time the informal caregivers spent on caring for
the patient. However, sometimes it is not easy to distin-
guish between normal housework and informal care [60].
Furthermore, different methods are available for valuing
that time [61].

However, this kind of valuation does not consider possi-
ble positive effects of care giving for the informal caregiver
[62,63]. However, up to now there is no consent on how
informal care should be incorporated in economic evalu-
ation.

Due to the extension of the recruitment and intervention
time the counselling will be offered to some caregivers for
more than 2 years. This will allow us to analyze effects of
the intervention on nursing home admission beyond the
planned 2-year follow-up. Furthermore, patient and car-
egivers agreed to provide their health care insurance data
for a period of four years after study entry which allows
additional long-term analysis concerning the primary end
point as well as cost from a health care perspective.

From a public health perspective the IDA trial should lead
to evidence based results with regard to the community
effectiveness of non-medical support measures for
dementia patients and their caregivers in the primary care
sector. For health policy makers it is necessary to make
their decisions about financing new services based on
strong knowledge about the acceptance of measures in the
population and their cost-effectiveness.

Competing interests
The sponsors have commissioned two academic research
institutions with the scientific evaluation of the IDA
project by giving unconditional research funds. A contract
between the sponsors and academic researchers ensures
that the latter have the full scientific responsibility and
have the right to publish the results. Members of the spon-
soring organizations closely cooperate in design and con-
duct of the project, but only the academic researchers have
full access to all of the data in this study and take complete
responsibility for the integrity of the data and the accuracy
of the data analysis.

RH, EG, and SK are independent scientists who have
received funding for this study as described above. MB
and OP have received funding for cooperation in the
design of the study. JL, SR, SW, PM, and HM are or have
been employees of the sponsoring institutions.

Authors' contributions
RH is principal statistical investigator, participated in the
design of the study, and drafted the manuscript. EG is
principal clinical investigator, participated in the design of
the study, and helped to draft the manuscript. JL, HM, SR
and PM conceived of the study, and participated in its
design and coordination and helped to draft the manu-
script. SK participated in the study design and coordina-
tion and performs the economic evaluation. SW is
responsible for the local coordination of the study. OP
and MB both helped to conceive of the study and contrib-
Page 9 of 11
(page number not for citation purposes)



BMC Health Services Research 2009, 9:91 http://www.biomedcentral.com/1472-6963/9/91
uted to the study design. All authors contributed to the
manuscript and have read and approved the final version
of the manuscript.

Acknowledgements
The IDA project was initiated and financed by four partners with equal 
rights in conception, development and implementation: the Federal Associ-
ation and the Bavarian organisation of the AOK – one of the largest statu-
tory health insurances in Germany – and the research-based 
pharmaceutical companies Eisai and Pfizer. The aim of this public-private-
partnership is to improve the care of dementia patients and the support of 
their informal caregivers.

We would like to thank all participating patients, caregivers, general practi-
tioners, and all persons who have helped to bring the IDA project on its 
way.

References
1. Knapp M, Prince M, Albanese E, Banerjee S, Dhanasiri S, Fernandez J-

L, Ferri C, McCrone P, Snell T, Stewart R: Dementia UK – A report into
the prevalence and cost of dementia prepared by the Personal Social Serv-
ices Research Unit (PSSRU) at the London School of Economics and the
Institute of Psychiatry at King's College London, for the Alzheimer's Society
London: Alzheimer's Society; 2007. 

2. Alzheimer's Association: Every 72 seconds someone in America develops
Alzheimer's Chicago IL; 2007. 

3. Gracie A, Ahmad S, Taylor K: Improving services and support for people
with dementia London: National Audit Office; 2007. 

4. Statistisches Bundesamt: Gesundheit – Krankheitskosten 2002 und 2004
Wiesbaden; 2007. 

5. Hallauer JF: Costs of medical treatment of Alzheimer patients
in Germany.  Gesundheitsökonomie & Qualitätsmanagement 2000,
5:73-79.

6. Schulz R, O'Brien A, Czaja S, Ory M, Norris R, Martire LM, Belle SH,
Burgio L, Gitlin L, Coon D, et al.: Dementia caregiver interven-
tion research: in search of clinical significance.  Gerontologist
2002, 42(5):589-602.

7. Thompson CA, Spilsbury K, Hall J, Birks Y, Barnes C, Adamson J: Sys-
tematic review of information and support interventions for
caregivers of people with dementia.  BMC Geriatr 2007, 7:18.

8. Sorensen S, Pinquart M, Duberstein P: How effective are interven-
tions with caregivers? An updated meta-analysis.  Gerontologist
2002, 42(3):356-372.

9. Miller R, Newcomer R, Fox P: Effects of the Medicare Alzhe-
imer's Disease Demonstration on nursing home entry.
Health Serv Res 1999, 34(3):691-714.

10. Mittelman MS, Ferris SH, Shulman E, Steinberg G, Levin B: A family
intervention to delay nursing home placement of patients
with Alzheimer disease. A randomized controlled trial.  JAMA
1996, 276(21):1725-1731.

11. Challis D, von Abendorff R, Brown P, Chesterman J, Hughes J: Care
management, dementia care and specialist mental health
services: an evaluation.  Int J Geriatr Psychiatry 2002,
17(4):315-325.

12. Eloniemi-Sulkava U, Notkola IL, Hentinen M, Kivela SL, Sivenius J,
Sulkava R: Effects of supporting community-living demented
patients and their caregivers: a randomized trial.  J Am Geriatr
Soc 2001, 49(10):1282-1287.

13. Callahan CM, Boustani MA, Unverzagt FW, Austrom MG, Damush
TM, Perkins AJ, Fultz BA, Hui SL, Counsell SR, Hendrie HC: Effec-
tiveness of collaborative care for older adults with Alzhe-
imer disease in primary care: a randomized controlled trial.
JAMA 2006, 295(18):2148-2157.

14. Newcomer RJ, Fox PJ, Harrington CA: Health and long-term care
for people with Alzheimer's disease and related dementias:
policy research issues.  Aging Ment Health 2001, 5(Suppl
1):S124-137.

15. Ayalon L, Gum AM, Feliciano L, Arean PA: Effectiveness of nonp-
harmacological interventions for the management of neu-
ropsychiatric symptoms in patients with dementia: a
systematic review.  Arch Intern Med 2006, 166(20):2182-2188.

16. Spijker A, Vernooij-Dassen M, Vasse E, Adang E, Wollersheim H, Grol
R, Verhey F: Effectiveness of Nonpharmacological Interven-
tions in Delaying the Institutionalization of Patients with
Dementia: A Meta-Analysis.  J Am Geriatr Soc 2008,
56(6):1116-1128.

17. Jansen AP, van Hout HP, van Marwijk HW, Nijpels G, de Bruijne MC,
Bosmans JE, Pot AM, Stalman WA: (Cost)-effectiveness of case-
management by district nurses among primary informal car-
egivers of older adults with dementia symptoms and the
older adults who receive informal care: design of a rand-
omized controlled trial [ISCRTN83135728].  BMC Public Health
2005, 5:133.

18. Belle SH, Burgio L, Burns R, Coon D, Czaja SJ, Gallagher-Thompson
D, Gitlin LN, Klinger J, Koepke KM, Lee CC, et al.: Enhancing the
quality of life of dementia caregivers from different ethnic or
racial groups: a randomized, controlled trial.  Ann Intern Med
2006, 145(10):727-738.

19. Droes RM, Breebaart E, Meiland FJ, Van Tilburg W, Mellenbergh GJ:
Effect of Meeting Centres Support Program on feelings of
competence of family carers and delay of institutionalization
of people with dementia.  Aging Ment Health 2004, 8(3):201-211.

20. Mittelman MS, Ferris SH, Steinberg G, Shulman E, Mackell JA,
Ambinder A, Cohen J: An intervention that delays institutional-
ization of Alzheimer's disease patients: treatment of spouse-
caregivers.  Gerontologist 1993, 33(6):730-740.

21. Graff MJ, Adang EM, Vernooij-Dassen MJ, Dekker J, Jonsson L, Thijs-
sen M, Hoefnagels WH, Rikkert MG: Community occupational
therapy for older patients with dementia and their care giv-
ers: cost effectiveness study.  Br Med J 2008, 336(7636):134-138.

22. Clegg A, Bryant J, Nicholson T, McIntyre L, De Broe S, Gerard K,
Waugh N: Clinical and cost-effectiveness of donepezil,
rivastigmine, and galantamine for Alzheimer's disease. A
systematic review.  Int J Technol Assess Health Care 2002,
18(3):497-507.

23. Loveman E, Green C, Kirby J, Takeda A, Picot J, Payne E, Clegg A:
The clinical and cost-effectiveness of donepezil, rivastig-
mine, galantamine and memantine for Alzheimer's disease.
Health Technol Assess 2006, 10(1):iii-ix. ix-xi, 1–160

24. Day M: NICE emphasises social care for people with demen-
tia.  Br Med J 2006, 333(7578):1085.

25. Olafsdottir M, Foldevi M, Marcusson J: Dementia in primary care:
why the low detection rate?  Scand J Prim Health Care 2001,
19(3):194-198.

26. Pentzek M, Fuchs A, Abholz H: The attitudes of General Practi-
tioners regarding dementia – cognitive, affective, and exter-
nal components.  Nervenheilkunde 2005, 24:499-506.

27. Iliffe S, De Lepeleire J, Van Hout H, Kenny G, Lewis A, Vernooij-Das-
sen M: Understanding obstacles to the recognition of and
response to dementia in different European countries: a
modified focus group approach using multinational, multi-
disciplinary expert groups.  Aging Ment Health 2005, 9(1):1-6.

28. Cahill S, Clark M, O'Connell H, Lawlor B, Coen RF, Walsh C: The
attitudes and practices of general practitioners regarding
dementia diagnosis in Ireland.  Int J Geriatr Psychiatry 2008,
23(7):663-669.

29. Turner S, Iliffe S, Downs M, Wilcock J, Bryans M, Levin E, Keady J,
O'Carroll R: General practitioners' knowledge, confidence
and attitudes in the diagnosis and management of dementia.
Age Ageing 2004, 33(5):461-467.

30. Wilkinson D, Stave C, Keohane D, Vincenzino O: The role of gen-
eral practitioners in the diagnosis and treatment of Alzhe-
imer's disease: a multinational survey.  J Int Med Res 2004,
32(2):149-159.

31. Milne AJ, Hamilton-West K, Hatzidimitriadou E: GP attitudes to
early diagnosis of dementia: evidence of improvement.  Aging
Ment Health 2005, 9(5):449-455.

32. Pucci E, Angeleri F, Borsetti G, Brizioli E, Cartechini E, Giuliani G,
Solari A: General practitioners facing dementia: are they fully
prepared?  Neurol Sci 2004, 24(6):384-389.

33. Cantegreil-Kallen I, Turbelin C, Olaya E, Blanchon T, Moulin F, Rigaud
AS, Flahault A: Disclosure of diagnosis of Alzheimer's disease
in French general practice.  Am J Alzheimers Dis Other Demen 2005,
20(4):228-232.

34. Lammler G, Stechl E, Steinhagen-Thiessen E: On disclosing a diag-
nosis of dementia.  Z Gerontol Geriatr 2007, 40(2):81-87.
Page 10 of 11
(page number not for citation purposes)

http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12351794
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12351794
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17662119
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17662119
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17662119
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12040138
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12040138
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=10445898
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=10445898
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=8940320
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=8940320
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=8940320
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11994884
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11994884
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11994884
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11890485
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11890485
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16684985
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16684985
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11513488
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11513488
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11513488
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17101935
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17101935
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17101935
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18410323
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18410323
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18410323
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16343336
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16343336
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16343336
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17116917
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17116917
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17116917
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15203401
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15203401
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15203401
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=8314099
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=8314099
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=8314099
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12391943
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12391943
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12391943
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16409879
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16409879
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11697565
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11697565
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15841826
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15841826
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15841826
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18229882
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18229882
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18229882
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15271637
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15271637
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15080018
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15080018
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15080018
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16024404
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16024404
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=14767683
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=14767683
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16136846
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16136846
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17450407
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17450407


BMC Health Services Research 2009, 9:91 http://www.biomedcentral.com/1472-6963/9/91
Publish with BioMed Central   and  every 
scientist can read your work free of charge

"BioMed Central will be the most significant development for 
disseminating the results of biomedical research in our lifetime."

Sir Paul Nurse, Cancer Research UK

Your research papers will be:

available free of charge to the entire biomedical community

peer reviewed and published immediately upon acceptance

cited in PubMed and archived on PubMed Central 

yours — you keep the copyright

Submit your manuscript here:
http://www.biomedcentral.com/info/publishing_adv.asp

BioMedcentral

35. De Lepeleire J, Buntinx F, Aertgeerts B: Disclosing the diagnosis
of dementia: the performance of Flemish general practition-
ers.  Int Psychogeriatr 2004, 16(4):421-428.

36. Connell CM, Boise L, Stuckey JC, Holmes SB, Hudson ML: Attitudes
toward the diagnosis and disclosure of dementia among fam-
ily caregivers and primary care physicians.  Gerontologist 2004,
44(4):500-507.

37. Franz CE, Barker JC, Kravitz RL, Flores Y, Krishnan S, Hinton L: Non-
medical influences on the use of cholinesterase inhibitors in
dementia care.  Alzheimer Dis Assoc Disord 2007, 21(3):241-248.

38. Waldorff FB, Almind G, Makela M, Moller S, Waldemar G: Imple-
mentation of a clinical dementia guideline. A controlled
study on the effect of a multifaceted strategy.  Scand J Prim
Health Care 2003, 21(3):142-147.

39. Rosen CS, Chow HC, Greenbaum MA, Finney JF, Moos RH, Sheikh JI,
Yesavage JA: How well are clinicians following dementia prac-
tice guidelines?  Alzheimer Dis Assoc Disord 2002, 16(1):15-23.

40. Downs M, Turner S, Bryans M, Wilcock J, Keady J, Levin E, O'Carroll
R, Howie K, Iliffe S: Effectiveness of educational interventions
in improving detection and management of dementia in pri-
mary care: cluster randomised controlled study.  Br Med J
2006, 332(7543):692-696.

41. Folstein MF, Folstein SE, McHugh PR: "Mini-Mental State": a prac-
tical method for grading the cognitive state of patients for
the clinician.  Journal of Psychiatric Research 1975, 12:189-198.

42. Lubke N, Meinck M, Von Renteln-Kruse W: [The Barthel Index in
geriatrics. A context analysis for the Hamburg Classification
Manual].  Z Gerontol Geriatr 2004, 37(4):316-326.

43. Wahle M, Haller S, Spiegel R: Validation of the NOSGER
(Nurses' Observation Scale for Geriatric Patients): reliability
and validity of a caregiver rating instrument.  Int Psychogeriatr
1996, 8(4):525-547.

44. Gräßel E, Chiu T, Oliver R: Development and validation of the Burden
Scale for Family Caregivers (BSFC) Toronto: COTA Comprehensive
Rehabilitation and Mental Health Services; 2003. 

45. Ankri J, Beaufils B, Novella JL, Morrone I, Guillemin F, Jolly D, Ploton
L, Blanchard F: Use of the EQ-5D among patients suffering
from dementia.  J Clin Epidemiol 2003, 56(11):1055-1063.

46. Coucill W, Bryan S, Bentham P, Buckley A, Laight A: EQ-5D in
patients with dementia: an investigation of inter-rater agree-
ment.  Med Care 2001, 39(8):760-771.

47. Krabbe P, Weijnen T: The measurement and valuation of
health status using EQ-5D: A european perspective.  In Euro-
Qol BIOMED research programme Edited by: Brooks R, Rabin R, De
Charro F. Dordrecht: Kluwer Academic Publishers; 2003. 

48. Wimo A, Wetterholm AL, Mastey V, Winblad B: Evaluation of the
Healthcare Resource and Caregiver Time in Anti-Dementia
Drug Trials – A Quantitative Battery.  In Health Economics of
Dementia Edited by: Wimo A, Jönsson B, Karlsson G, Winblad B.
Chichester: John Wiley & Sons; 1998:465-499. 

49. Neubauer S, Holle R, Menn P, Grossfeld-Schmitz M, Graesel E: Meas-
urement of informal care time in a study of patients with
dementia.  Int Psychogeriatr 2008, 20(6):1160-1176.

50. Puffer S, Torgerson D, Watson J: Evidence for risk of bias in clus-
ter randomised trials: review of recent trials published in
three general medical journals.  Br Med J 2003,
327(7418):785-789.

51. Goldstein H, Browne W, Rasbash J: Multilevel modelling of med-
ical data.  Stat Med 2002, 21(21):3291-3315.

52. Courtney C, Farrell D, Gray R, Hills R, Lynch L, Sellwood E, Edwards
S, Hardyman W, Raftery J, Crome P, et al.: Long-term donepezil
treatment in 565 patients with Alzheimer's disease
(AD2000): randomised double-blind trial.  Lancet 2004,
363(9427):2105-2115.

53. Machin M, Campbell D: Statistical Tables for the Design of Clinical Trials
Oxford: Blackwell; 1987. 

54. Xie J, Brayne C, Matthews FE: Survival times in people with
dementia: analysis from population based cohort study with
14 year follow-up.  Br Med J 2008, 336(7638):258-262.

55. Drummond M, MJ S, Torrance GW, O'Brien B, Stoddart G: Methods
for the Economic Evaluation of Health Care Programmes Oxford: Oxford
University Press; 2005. 

56. Gold M, Siegel JE, Russel LB, Weinstein MC: Cost-effectiveness in health
and medicine Oxford; 1996. 

57. Rice DP, Fillit HM, Max W, Knopman DS, Lloyd JR, Duttagupta S:
Prevalence, costs, and treatment of Alzheimer's disease and

related dementia: a managed care perspective.  Am J Manag
Care 2001, 7(8):809-818.

58. Wimo A, Jonsson L, Winblad B: An estimate of the worldwide
prevalence and direct costs of dementia in 2003.  Dement Ger-
iatr Cogn Disord 2006, 21(3):175-181.

59. Winblad B, Wimo A, Jönsson L: The worldwide direct costs and
costs of informal care of dementia.  Alheimer's & Dementia: The
Journal of the Alzheimer's Association 2006, 2(3 (Supple-
ment)):S19-S20.

60. Wimo A, Nordberg G: Validity and reliability of assessments of
time. Comparisons of direct observations and estimates of
time by the use of the resource utilization in dementia
(RUD)-instrument.  Archives of Gerontology and Geriatrics 2007,
44(1):71-81.

61. Berg B van den, Brouwer WB, Koopmanschap MA: Economic valu-
ation of informal care. An overview of methods and applica-
tions.  European Journal of Health Economics 2004, 5(1):36-45.

62. Brouwer WB, van Exel NJ, Berg B van den, Bos GA van den, Koop-
manschap MA: Process utility from providing informal care:
the benefit of caring.  Health Policy 2005, 74(1):85-99.

63. Brouwer WB, van Exel NJ, van Gorp B, Redekop WK: The Car-
erQol instrument: a new instrument to measure care-
related quality of life of informal caregivers for use in eco-
nomic evaluations.  Qual Life Res 2006, 15(6):1005-1021.

Pre-publication history
The pre-publication history for this paper can be accessed
here:

http://www.biomedcentral.com/1472-6963/9/91/prepub
Page 11 of 11
(page number not for citation purposes)

http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15715358
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15715358
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15715358
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15331807
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15331807
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15331807
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17804957
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17804957
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=17804957
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=14531504
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=14531504
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=14531504
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11882745
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11882745
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=1202204
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=1202204
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=1202204
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15338161
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15338161
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15338161
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=9147168
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=9147168
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=9147168
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=14614996
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=14614996
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11468496
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11468496
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11468496
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18606044
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18606044
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=18606044
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12375305
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=12375305
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15220031
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15220031
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15220031
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11519239
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11519239
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=11519239
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16401889
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16401889
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15452763
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15452763
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=15452763
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16098415
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16098415
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16900281
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16900281
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Abstract&list_uids=16900281
http://www.biomedcentral.com/1472-6963/9/91/prepub
http://www.biomedcentral.com/
http://www.biomedcentral.com/info/publishing_adv.asp
http://www.biomedcentral.com/

	Abstract
	Background
	Methods/Design
	Discussion
	Trial registration

	Background
	Methods/Design
	Study Design and Setting
	Recruitment of GPs and Patients
	Randomization
	Interventions
	Training GPs
	Out-patient specialist support for GPs
	Recommending family caregiver support groups
	"Counsellors contact caregivers" (CCC)

	Measurements
	Economic data
	Measures against bias
	Analysis
	Sample size
	Economic evaluation

	Discussion
	Competing interests
	Authors' contributions
	Acknowledgements
	References
	Pre-publication history

