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Executive summary
This deliverable presents the preliminary results of SmartCare on a site by site basis. All
sites were requested to provide their current flow chart and input for a table on
demographic characteristics of end users.
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1 Introduction
1.1 Purpose of this document
This deliverable presents the preliminary results of SmartCare on a site by site basis. All
sites were requested to provide their current flow chart and input for a table on
demographic characteristics of end users.
Note that no flow chart or table can be completed by any site that has not yet started
recruitment.

1.2 Structure of document
This deliverable consists of:


Section 2: A description of the approach to collect information.



Section 3: the input provided from sites.



Section 4: a common conclusion on the input and interpretation of findings.
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2 Approach
2.1 Terminology
Within this document, the term “end-users” describe the people that are at the receiving
end of the interventions of both intervention and control group, i.e. the users / citizens /
patients, but not the professionals or relatives.

2.2 Date
All sites were requested to provide the date of completing the flowchart and table, so that
it would be clear that the numbers are subject to change.

2.3 End-user flow chart
The chart below is based on the CONSORT statement. Please note that the flow chart has
been adjusted, in that the CONSORT statement is a guideline for reporting which is aimed
at randomised controlled trials. The explanations of what goes into each box follow the
figure.
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Enrolment

Assessed for eligibility (n= )

Excluded (n= )
 Not meeting inclusion criteria (n= )
 Declined to participate (n= )
 Other reasons (n= )

Included (n= )

Allocation
Allocated to intervention (n= )
 Received allocated intervention (n= )
 Did not receive allocated intervention (give
reasons) (n= )

Allocated to control (n= )
 Received allocated intervention (n= )
 Did not receive allocated intervention (give
reasons) (n= )

Follow-Up
Lost to follow-up intervention group (give
reasons) (n= )
Discontinued intervention (give reasons) (n= )

Lost to follow-up control group (give reasons)
(n= )
Discontinued control (give reasons) (n= )

Analysis
Analysed intervention group (n= )
 Excluded from analysis (give reasons) (n= )

Analysed control group (n= )
 Excluded from analysis (give reasons) (n= )

Please note: n is the number of people.
Assessed for eligibility: The number of people that were considered as subjects for
inclusion in the study. This number should include the total number of people, disregarding
whether they were included or not.
Excluded: This is the number of people that ended up NOT being included
into the study. It is further specified into categories describing the cause
of each individual to not be included. The pre-specified categories are:
1) “Not meeting inclusion criteria”. This category may be divided further
according to your local setting, but this is not mandatory.
2) “Declined to participate” can technically be seen as a criteria for
inclusion, but it is relevant to know the number of end-users that did
not want to participate as a separate category, so please register how
many.
Please note that in some settings it may be illegal to ask end-users to
explain why they did not want to participate. So, if you are allowed to
Public
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ask the question, feel free to do so. It can definitely provide interesting information,
but it is not a mandatory measure.
3) “Other reasons” gives the opportunity to give other reasons. These reasons should be
specified. So, if one end-user gives the reason “I have not internet connection”, that
should be stated as an option, and each number of end-users that give that reason
should be counted and registered as such. So, this is the field to note the possible, and
highly important, reasons for declining that might not be related to the criteria for
inclusion, i.e. “Cannot afford equipment”, “No equipment available”, etc.
Included: Is the number of end-users that were chosen for inclusion in the study, and who
entered the study as end-user. So, the numbers should add up (Excluded + Included =
Assessed).
Allocation: Describes the way in which the total sample was divided into the two groups of
intervention and control. It is not described within the figure, but is clearly described in
the “Methods” section (see below).
Allocation to intervention: Includes the number of end-users that were allocated to (=put
into) the intervention group. In practice, this means the number of end-users that were
meant to receive the intervention. As a subsection, it needs to be specified how many endusers did receive the intervention. This is necessary due to the fact that reality does not
always reflect the plans. If no end-users ended up NOT receiving the intervention, the
number should be equal to the overall category of “Allocation to intervention”. The second
subgroup “Did not receive allocated intervention” is for the number of end-users that did
not receive the intervention although they should have. There can be multiple reasons for
this, and it is important to register the reasons so that if the causes are practical, these
can be sorted out at a later stage. Sometimes end-users do not receive the intervention
because they die in the meantime. Sometimes they do not receive the intervention
because something went wrong with the message that they should receive it. Sometimes
other things cause the end-users to not receive the intervention. If this does not happen at
the local deployment site, the category should include “n=0”. Thus, it will be clear to
readers that it was registered whether or not people received the intervention, but that
they did if they were allocated to receive it. Please note that the numbers should add up
(Received allocated intervention + did not receive allocated intervention = Allocation to
intervention).
Allocation to control: Includes the number of end-users that were allocated to (= put into)
the control group. It needs to be specified as a subsection, how many of the end-users did
receive the control intervention and how many that did not receive the control
intervention. The purposes are similar to those of the category above “Allocation to
intervention”.
Follow-up: This is a category that does not need description within the figure. Instead, it
should be described within the “Methods” section, how and when the end-users were
followed up.
Please note that if you have decided to have multiple follow-ups for each group (i.e. at
three months and at six months), the follow-up part of the figure should be repeated for
each additional follow up, since it is likely that with time, more end-users leave the study.
It might be a valuable finding, if there are trends in the pattern of leaving the study, so
one follow-up section of the figure is necessary for one follow-up in real life.
Lost to follow up intervention group: Within the intervention group it might happen that
some end-users are lost during the follow-up, and that they cannot be identified, so their
follow-up data are unavailable for analysis. This can be caused by people moving to other
geographic areas or other reasons. Please keep a record of the reasons that some people
Public
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are lost to follow-up. As a sub-group, some people are lost to follow-up because they
choose to withdraw their informed consent. If it is legal within your setting, please keep a
record of the reasons for wanting to leave the study. If it is not legal, please just keep
note of how many end-users decide to leave the study.
Lost to follow up control group: This section is just like the “Lost to follow up
intervention group”, except that it concerns end-users within the control group.
Analysis: This is not a section that needs to be explained within the figure. Instead, it
should be clearly described within the “Methods” section (see below).
Analysis intervention group: This describes the number of end-users that were included in
the final analyses. If some were excluded, it should be stated how many, and why, in the
sub-group “Excluded from analysis intervention group”. It might be that there is a rule that
only end-users with > 50% of observations available are included in analyses, or there
might be other reasons that a few individuals are excluded from the analyses, e.g. another
severe disease was identified during the study period.
Analysis control group: As for the “Analysis intervention group”, it is important to take
note of any end-users that were excluded from the analyses, including the reasons for this
decision. Reasons should be similar for both intervention and control groups.

2.4 Demographic characteristics
The table below (Table 1) shows a number for each variable, the measurement that is
made, the group distribution and the p-value for the difference. For deliverable D8.2, only
the first three variables need to be inserted (indicated by the blue rectangle). If you wish,
other variables may also be displayed, but this is not mandatory.
When calculating, the type and distribution of each variable determines how it should be
presented. Numerical variables, also known as “counts” (values that have an absolute 0,
and have equal distance between 0 and 1 as for 1 and 2) should be presented with a mean
(the average value) and standard deviation (SD) (the average difference between the
mean value and the observations). The only exception is the variable “Sample size” which
needs to be presented as a categorical variable (a variable where you cannot assume that
there is a rank between the categories, e.g. gender and marital status). These variables
are presented with the absolute value (i.e. how many) and a percentage (the
percentage).
For now, we leave the distribution aspect alone. So although most smaller samples cannot
be assumed to be normally distributed, this is what we pretend, since it will most likely be
the case when we work with the final data.
Below the table, the codes in STATA are presented (Example 1). If you do not have a
STATA licence, you can use the free of charge statistical software, R, which can be
downloaded here: http://cran.r-project.org/bin/windows/base/.
Table 1: Table of baseline characteristics
Variable
1
2
3

Measurement
Sample size (n (%))
Age
Men (gender)

4
4.1
4.2

Education
No formal schooling
Less than primary
school
Primary school

4.3
Public

Intervention
Number (%)
Mean (SD)
Number (%)

Control
Number (%)
Mean (SD)
Number (%)

Number (%)

Number (%)

Number (%)

Number (%)

Number (%)

Number (%)
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4.4
4.5
4.6
4.7
5
5.1
5.2
5.3
5.4
5.5
5.6
6
6.1
6.2
6.3
6.4
6.5
6.6
6.7
6.8
6.9
7
7.1
8
8.1
8.2
8.3
8.4
8.5
9
10
11
11.1
11.2
11.3
12
13
14
…

Public

Secondary school
High school
College/University
Post graduate
degree
Marital status
Never married
Currently married
Separated
Divorces
Widowed
Cohabitating
Work status
Government
employee
Non-government
employee
Self-employed
Non-paid
Student
Homemaker
Retired
Unemployed (but
able to work)
Unemployed (unable
to work)
Habits
Smoker - yes/total
(%)
Alcohol
Daily
5-6 days/week
1-4 days/week
1-3 days/month
Less than
once/month
Height in cm
Weight in kg
Comorbidity
Score (xx-xx)
Score (xx-xx)
None
PC use
Mobile phone use
LOCAL DISEASE
SPECIFIC DATA
-

Number (%)
Number (%)
Number (%)

Number (%)
Number (%)
Number (%)

Number (%)

Number (%)

Number
Number
Number
Number
Number
Number

(%)
(%)
(%)
(%)
(%)
(%)

Number (%)
Number (%)
Number (%)
Number (%)
Number (%)
Number (%)

Number (%)

Number (%)

Number (%)

Number (%)

Number
Number
Number
Number
Number

Number
Number
Number
Number
Number

(%)
(%)
(%)
(%)
(%)

(%)
(%)
(%)
(%)
(%)

Number (%)

Number (%)

Number (%)

Number (%)

Yes/total (%)

Yes/total (%)

Number
Number
Number
Number

Number
Number
Number
Number

(%)
(%)
(%)
(%)

(%)
(%)
(%)
(%)

Number (%)

Number (%)

Mean (SD)
Mean (SD)

Mean (SD)
Mean (SD)

Number (%)
Number (%)

Number (%)
Number (%)
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Example 1: STATA code

Numerical variables (e.g. age):
by group, sort : summarize age
STATA returns:
-----------------------------------------------------------------------------------------------------------------> group = 0
Variable |
Obs
Mean Std. Dev.
Min
Max
-------------+-------------------------------------------------------age |
77976 71.09174 10.58799 30.02601 112.6215
------------------------------------------------------------------------------------------------------------------> group = 1
Variable |
Obs
Mean Std. Dev.
Min
Max
-------------+-------------------------------------------------------age |
11075 71.86092 9.624356 42.45585 94.16564
For the test for difference between the groups, type:
ttest age, by(group)
And your output will look like this:
Two-sample t test with equal variances
-----------------------------------------------------------------------------Group
| Obs
Mean Std. Err. Std. Dev. [95% Conf. Interval]
---------+-------------------------------------------------------------------control
| 56598 70.02221 .0428369 10.19105 69.93825 70.10617
intervention | 11075 71.86092 .0914534 9.624356 71.68165 72.04018
---------+-------------------------------------------------------------------combined
| 67673 70.32312 .0389148 10.1233 70.24685
70.3994
---------+-------------------------------------------------------------------diff
|
-1.838703 .1049489
-2.044403 -1.633003
-----------------------------------------------------------------------------diff = mean(0) - mean(1)
t = -17.5200
Ho: diff = 0
degrees of freedom = 67671
Ha: diff < 0
Pr(T < t) = 0.0000

Ha: diff != 0
Pr(|T| > |t|) = 0.0000

Ha: diff > 0
Pr(T > t) = 1.0000

The output above from STATA shows that, there is a statistically significant difference
between the mean age for the intervention group compared to the control group.

The blue arrows in Example 1 above indicate the numbers that need to be inserted into
Table 1.

2.5 Methods (Voluntary section at this point)
The rule of thumb for methods sections is that they need to include enough detail for
others to completely replicate every step of your study. That includes the set-up of the
intervention, which is already sufficiently described in other deliverables. Also, it includes
how end-users were included into the study, how they were divided into the intervention
and control groups, how they were followed up (and what was done to identify people that
were lost), and how the analyses were conducted.
Public
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In other words, each step that has at some point had relevance for the study needs to be
described so that outsiders will be able to understand what happened. Within this phase,
the most important aspect is honesty. If something is unclear in the methods description,
it immediately calls for attention by your readers. The automatic response to unclear
methods sections is distrust.
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3 Contributions from deployment sites
3.1 Aragon
The flow chart and table were completed on 30th January 2015.
Figure 1: Flow chart Aragon

Table 2: Table of baseline characteristics Aragon
Measurement

Intervention

Control

Sample size (n (%))

61

50

Age

83.03

84.20

Men (gender)

17 (27.87%)

16 (32%)

Difference (p)

3.1.1 Methods (preliminary)
Identification of potential users: This was performed by:


Public

The GP. They provided a list of potential patients covering the medical inclusion
criteria, who they believe might be at social risk. This list of potential users is sent
to the SmartCare Evaluation Committee to assess compliance with the social
inclusion criteria.
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The social providers. Social providers provide a list of potential users that are at
social risk, who they believe to be suffering from a certain list of pathologies (those
included in the SmartCare inclusion criteria). This list of potential users is sent to
the GP and the SmartCare Evaluation Committee to assess compliance with the
medical inclusion criteria.



Hospital Social Worker. Identification through the corporative channel.

Assessed for eligibility: This step is performed by the normal methods. Social risk is
evaluated through questionnaires and interviews. Health assessment is performed through
the examination of the patient EHR. Social and health inclusion criteria must be met.
Allocation into groups is performed in a randomly manner, taking into account that, at the
beginning of the deployment, groups are homogenous in number of male/females, average
age, and approx., distribution of pathologies.

3.2 Attica
Recruitment has not yet started.

3.3 Eksote
The flow chart and table were completed on 20th February 2015.
Figure 2: Flow chart Eksote

Public
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Table 3: Table of baseline characteristics, Eksote
Measurement

Intervention

Control

Sample size (n (%))

42 (%)

Number (%)

Age

82.5 (7.7), 2 missing

Mean (SD)

Men (gender)

11 (26%)

Number (%)

Difference (p)

3.4 FVG-ASS1
The flow chart and table were completed on 31st January 2015.
Figure 3: Flow chart FVG-ASS1

Table 4: Table of baseline characteristics, FVG-ASS1
Measurement

Intervention

Control

Sample size (n (%))

Number (%)

Number (%)

Age

Mean (SD)

Mean (SD)

Men (gender)

Number (%)

Number (%)

Public
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3.5 Kraljevo
The flow chart and table were completed on 25th February 2015.
Figure 4: Flow chart Kraljevo

Table 5: Table of baseline characteristics, Kraljevo
Measurement

Intervention

Control

Sample size (n (%))

Number (%)

110 (%)

Age

Mean (SD)

76.47 (SD)

Men (gender)

Number (%)

38 (34.55)

Difference (p)

3.6 Nord Brabant
Recruitment has not yet started.

3.7 RSD
The flow chart and table were completed on 19th February 2015.

Public
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Figure 5: Flow chart RSD

Table 6: Table of baseline characteristics, RSD
Measurement

Intervention

Control

Sample size (n (%))

Number (5,8)

Number (0,9)

Age

Mean (67)

Mean (54)

Men (gender)

Number (82%)

Number (100%)

Difference (p)

3.8 Scotland
The flow chart and table were completed on 9th February 2015.
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Figure 6: Flow chart Scotland

Table 7: Table of baseline characteristics, Scotland
Measurement

Intervention

Control

Sample size (n (%))

Number (%)

170 (%)

Age

Mean (SD)

Mean (SD)

Men (gender)

Number (%)

Number (%)

Difference (p)

3.8.1 Methods (preliminary)
This represents our before control sample. 270 service users were identified as being at
the high end of service provision; all have either a falls care plan or a telecare care plan.
These care plans are available to health and care personnel.
Of the 270, 100 users declined to participate. Age and sex are currently being collated,
and this template can be updated as soon as that data is available. We are only collecting
the mandatory fields, i.e. sample size, age, sex and postcode.
However, further selection of the before control group is ongoing to bring the participant
figures to nearer the desired 300.
The SF12 quality of life tool is being used as agreed. Users are not excluded if they require
help to complete this form by paid or unpaid carers.
Public
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The matrix can be further completed as we progress through recruitment and begin to
identify outcomes.

3.9 Tallinn
The flow chart and table were completed on 23rd February 2015.
Figure 7: Flow chart Tallinn

Table 8: Table of baseline characteristics, Tallinn
Measurement

Intervention

Control

Sample size (n (%))

Number (54%)

Number (46%)

Age

Mean (87)

Mean (68 )

Men (gender)

Number (33%)

Number (15%)
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4 Conclusion on status and input
With the exception of Nord Brabant, all sites have started including end-users to the
evaluation of their services. All sites have been able to input the correct numbers into the
flow chart, and thus provide a clear overview of the inclusion process, loss to follow up,
and numbers of end-users included in the final analyses.
Most sites have been able to provide the absolute numbers necessary for a table on
demographic characteristics of their end-users. It is clear, however, that more assistance
is needed to understand and perform the statistical analyses necessary at a later time.
Thus, as a part of WP8, the consortium has decided to introduce a meeting of the parties
responsible for the final evaluation report of SmartCare. Here, we will make sure that sites
are able to perform the necessary calculations. Also, the common database ensures that
sites can have RSD staff perform the calculations, because data will be easily accessible.
At this point, though, only RSD uses the database, but this is a prerequisite for RSD to be
able to conduct the necessary calculations for the final evaluation report.
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