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BACKGROUND

The EPSILON (European Psychiatric Services: Inputs
Linked to Outcome Domains and Needs) study was an
EU-funded Concerted Action Programme, funded between
1996-1999 by EU BIOMED-II (Becker etal, 1999). The
authors of this paper were the Principal Investigators (Pis)
with the exception of Dr. Becker, who joined the study
team at an early stage of the work as the Scientific Co-
ordinator. The aims of the study are set out in Becker et
al. (2000). Briefly it was a study whose overall objecti-
ves were to (1) produce instrument translation, adapta-
tion and reliability assessment of five key mental health
service research scales in 5 European languages, and al-
so to conduct (2) a comparative, cross-sectional study of
care for representative people with schizophrenia in the-
se five countries. Six research teams in five centres we-
re involved, and the teams are located in Amsterdam,
Copenhagen, London (Centre for the Economics of Men-
tal Health and Section of Community Psychiatry, Insti-
tute of Psychiatry), Santander and Verona. Centres had
experience in health services research and instrument de-
velopment, and all had access to mental health services
providing care for local catchment areas. The scales are
intended at this stage to be primarily used in research
settings.

The instruments used assess a variety of dimensions
of the care process, such as needs for care, service uti-
lisation and costs, informal carer involvement, quality
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of life and service satisfaction. This research instru-
mentation was used to study care for people with schi-
zophrenia in five centres cross-sectionally in a sample
of patients in contact with secondary mental health ser-
vices. More specifically, the EPSILON study aims: (1)
to produce standardised versions of five key research in-
struments in five languages, (2) to compare data about
social and clinical variables, mental health care and co-
sts, and (3) to test instrument-specific and cross-instru-
ment hypotheses.

Five key study instruments (more details are given el-
sewhere including in Becker et al, 2000; Chisholm et
al, 2000; Gaite et al, 2000; Knudsen et al, 2000; Mc-
Crone et al, 2000) were adapted for use in the five lan-
guages and different service settings:
• Camberwell Assessment of Need (CAN; adapted C AN-

EU)
• Client Service Receipt Inventory (CSRI; adapted CS-

SRI-EU)
• Involvement Evaluation Questionnaire (IEQ; adapted

IEQ-EU)
• Lancashire Quality of Life Profile (LQoLP; adapted

LQoLP-EU)
• Verona Service Satisfaction Scale (VSSS; adapted VS-

SS-EU).

PREPARATION OF THE GRANT APPLICATION

The study partners involved had already a track-re-
cord of collaboration through their involvement in esta-
blishing of the European Network for Mental Health Ser-
vice Research (ENMESH) in 1992. There was already,
therefore, before the writing of the application for fun-
ding, a good degree of mutual knowledge, understanding
and trust between the Principal Investigators, which
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each led for one of the instruments used in the EPSI-
LON study. This led to a clear area for each site in whi-
ch they could expect scientific output and publication
credit. This became important at a later stage when ge-
nuine differences of opinion emerged in the design and
conduct of the study, because these differences could be
discussed and debated in a constructive way. This leads
us to the view that consortia established just before a
bidding deadline may not be robust enough to survive
the rigors of forming agreement on the central issues of
a multi-site study.

Also at the project initiation stage, while preparing
the bid, it was invaluable to us that we could each con-
tact our national representatives at the EU to seek infor-
mation on the criteria which would be applied to our ap-
plication, and then to share and pool this information.
We learned in this way about the key criteria that we
would need to satisfy to produce a bid more likely to
succeed. We prepared the application over the period of
a year, meeting several times, in the belief that study de-
sign options needed to be agreed face to face, so that we
were all fully wedded to the final submitted bid, even
though the meetings were at the expense of each study
site at this preliminary stage.

To assemble the bid, the co-ordinating centre was
agreed (London) and the bid was circulated and modi-
fied over many iterations. The application process for
EU funding is unusually complex and time-consuming
and required a whole series of forms for signature by Pis
and by site administrative and financial officers, which
again supported the need for long advance preparation
time.

PROJECT INITIATION

Once we had received notification of the successful
grant award, we met soon after to discuss what was ne-
cessary for the project start up. We learned a great deal
from this phase. In fact it took us almost a year to deci-
de exactly the final agreed form of the study protocol in
all details. A lesson from this experience is that it is ex-
tremely important to 'freeze' the final protocol as early
as possible, preferably before the start of the study, or
at the latest in the first 3 months of the funding period,
before any start on the main study. Associated with this,
we came to a workable solution in terms of the structu-
re of the study, for the co-ordination centre to delegate
programmes of the study (referred to as 'work packages'
by the EU) to centres, and to also transfer responsibility
for these programmes to the named sites.

This stage was directly related to the question of the
study budget. Several inter-related issues needed to be
settled, in the context of a Concerted Action Program-
me, which pays for the co-ordination and concertation
of a project, but not for the direct costs of the project it-
self. First, we needed to decide the balance between the
costs awarded to the co-ordinating centre, for admini-
stration, data entry, data management, statistics, and for
the travel and accommodation costs of co-ordination mee-
tings. Second, we needed to decide how to allocate the
grant between sites, given that the costs-of-living, and
therefore the associated project costs, especially the co-
sts of employing research staff, at each site varied
between the five European sites (Denmark, England, Italy,
Netherlands, and Spain). Third we needed to decide
whether to allocate all the costs initially, or to withhold
a contingency fund to manage unexpected cost pressu-
res which arose during the course of the project. Again,
these discussion lasted for many months, and we would
recommend that the cost allocations between study cen-
tres, and to the study co-ordinating centres are fully agreed
as early as possible, preferably at the grant application
stage, to avoid unnecessary later delay as in our expe-
rience, sites were unwilling to commit to starting the main
study until all the budgetary arrangements were agreed
by all sites and were seen to be open and fair. At this
initial stage we underestimated the complexity of such
an international multi-site study.

CONDUCT OF THE MAIN STUDY

From our experience in the EPSILON study we lear-
ned that firm project management was essential. We set
out a clear and agreed timetable for the tasks of each of
the five study sites and for the work of the study co-or-
dinating centre. The Scientific Co-ordinator contacted ea-
ch site on a regular basis to monitor progress to these
specific targets, and notified all sites about all identified
delays. Several times we needed to share information
between sites to assist one site that had a particular dif-
ficulty. Two particular issues arose during the course of
the main study that we, in retrospect, consider should
have been finalised much earlier.

First, detailed negotiations were necessary over the
study publications protocol. Because in all our countries
publication record is used as a key criterion to judge aca-
demic merit and calibre, all sites wished to maximise their
authorship outputs. At the same time, taking a longer term
perspective, we wished to see the project succeed so that
the collaboration would wish to bid together in future
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for further grants, by maintaining good personal and aca-
demic relations throughout the life of the study. We the-
refore discussed the publications protocol at each of our
six monthly PI co-ordination meetings, and based our
written publication agreement upon best practice, whi-
ch was a publication outline prepared by Professor Sar-
torius, then at WHO. The agreement defined four blocks
of papers, to be produced in sequence, which identified
the main study papers, those describing the psychome-
tric properties of the scales used in the study, papers con-
cerned with the data results from the five sites, and a
fourth category of further uni- or bi- or multi-lateral si-
te papers which were allowable after the first three
blocks were completed, to encourage papers with other
collaborators, or with junior colleagues at our own sites.
In addition to this, we agreed during the project the ar-
rangements to produce a series of books containing the
standardised scales which we are producing from our joint
work.

Second, a vital stage of the study was to produce, edit
and finalise the data template into which data from all
the study sites would be entered. The templates were pro-
duced in SPSS, and each site needed to adapt the field
names, where necessary, into the local language, althou-
gh each item was given a unique alphanumeric identi-
fier. In fact, associated with staffing changes at the co-
ordinating centre, the final data template was not com-
pleted until the second half of the study, and this the-
refore required some adjustment of the previous data tem-
plates into which some data had already been entered,
and so unnecessary time and complexity was introdu-
ced. We therefore recommend that the final data tem-
plate also be 'frozen' at a very early stage of multi-site
projects.

PROJECT COMPLETION

During the course of the study we were contracted by
the EU to produce and deliver annual reports summari-
sing the progress of the work, which acted as further sti-
mulants to see that we were meeting our patient recruit-
ment targets. The key step to supporting a successful se-
ries of publications from the study was to organise a wri-
ting-up week immediately after the end of the funding
period. The Pis, along with one or two colleagues from
each site, met with the co-ordinating centre scientific -
coordinator, data manager, statistician, statistical advi-
ser, health economist and administrative officer for a week
in a small hotel in southern England in mid-winter. Prior
to this the final integrated data set was prepared, along

with all data item identifiers, and the meeting rooms we-
re prepared with enough computers to allow all staff to
work in parallel for prolonged periods. Each day we met
in plenary at the start and end of each day, and then worked
in separate teams to draft the initial series of papers. We
agreed to be constructively tough with each other in de-
manding a very high scientific standard of our written
outputs from the study, and during our discussions many
proposals emerged for further papers from the study. This
was the most enjoyable and productive stage of the who-
le study, and produced first drafts of the eight papers
which appeared in Thornicroft et al. (2000).

CONCLUSION

The EPSILON study has already led to the publica-
tion of over 20 data papers in peer-reviewed publications,
along with a series of books in preparation which pre-
sent the standardised study scales, and can reasonably
be seen to be an example of successful European colla-
boration. The basis of this success is the set of trusting
relationships between the Principal Investigators, so that
the compromises intrinsic to such an international project
were negotiated in ways accepted as reasonable, tran-
sparent and fair, along with ensuring that meetings we-
re personally as well as scientifically rewarding. Our ex-
periences suggest that such collaboration also allows mo-
re junior research staff to be involved so that they can
gain invaluable experience of such large studies, and al-
so learn about the mechanisms of EU grant applications,
as a part of their own scientific career development. We
have also learned that key elements of the study need to
be brought forward in time to the very earliest stages of
collaborative projects, especially freezing the study pro-
tocol, budgetary allocations, publications and authorship
protocol, and the data entry template at the earliest pos-
sible occasion.
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