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Background

Nurses have a twofold role in healthcare. On one hand, they provide
care to patients who are not able to take care of themselves. On the
other hand nurses play a vital role as guardians of patient safety. It is
mainly on the second role of nurses that the EU funded RN4CAST
project is focusing.

Materials and methods

Data from more than 33,000 nurses and 11,000 patients in 500 hospi-
tals from 12 European countries were collected from 2009 until 2011.
It is one of the largest databases in the world on nurses staffing and
its impact on patient safety.

Results

One of the main results [1] is that an increase in a nurses’ workload
by one patient increases the likelihood of an inpatient dying within
30 days of admission by 7%. And every 10% increase in bachelor's
degree nurses is associated with a decrease in this likelihood by 7%.
Relating this finding to the human error theory of James Reason,
there seem to be a knowledge problem in early detecting of risks
and adverse events. Secondly there are some slips and lapses in exe-
cution because of a too high workload. As an example, one out of
four nurses say that they didn’t have the time to perform proper pa-
tient surveillance [2]. Again, this is explained by nurse staffing, educa-
tion, working environment and non-nursing tasks to be performed.
Discussion and conclusions

In the follow-up of the report of the Institute of Medicine on “to err
is human” [3], the crucial role of nurses in patient safety is highly
underestimated [4]. This is mainly because the evidence is recent
and mainly based on observational data. But the evidence is growing
and consistent and strong evaluated against the Bradford-Hill criteria
of causation (1965), showing that mechanisms are well understood,
can be replicated across populations and settings and are time and
dose-response related. Based on the available evidence, we see that
some countries are adapting already their legislation to provide safe
nurse staffing ratios to create a safe environment for their patients.
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Research: what can nursing learn from wounds?

Nicky Cullum

School of Nursing, Midwifery & Social Work, University of Manchester,
Manchester, UK and Research and Innovation, Central Manchester
University Hospitals NHS Foundation Trust, Grafton Street, Manchester
M13 9WU, UK

BMC Nursing 2016, 15(Suppl 1):K2

Complex wounds affect approximately 1.5 people per 1000, impair
quality of life and are costly to health services. In the UK community
nurses lead the care of people with complex wounds, from assess-
ment to treatment selection. Some of the earliest randomised con-
trolled trials (RCTs) of wound treatments were of oral zinc. Published
in the 1970s these trials used different doses of zinc, measured differ-
ent outcomes, had different eligibility criteria and very small sample
sizes. Each new trial failed to build on the evidence that already
existed or learned from mistakes. When a systematic review of the
evidence for oral zinc was finally conducted, it concluded that we
have no idea whether it makes a difference and the evidence is very
low quality [1].

Systematic reviews should be the starting point for all new research.
Cochrane reviews provide a lens for scrutiny of the quality of wounds
trials and the evolution of the evidence. All Cochrane reviews
appraise the included studies in a standardised way. The 199 RCTs
included in the five largest Cochrane Wounds reviews have a median
sample size of only 115, and most are at high risk of bias (due to

© The Author(s). 2016 Open Access This article is distributed under the terms of the Creative Commons Attribution 4.0
International License (http://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided you give appropriate credit to the original author(s) and the source, provide a link to

the Creative Commons license, and indicate if changes were made. The Creative Commons Public Domain Dedication waiver
(http://creativecommons.org/publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated.


http://crossmark.crossref.org/dialog/?doi=10.1186/s12912-016-0186-y&domain=pdf
http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/

BMC Nursing 2016, 15(Suppl 1):67

unmasked outcome assessment, unconcealed allocation or poor ran-
domisation technique) or the risk of bias is unclear due to poor
reporting. Happily there is some evidence that study quality is im-
proving over time. There is plentiful evidence that wounds research
teams often lack methodological expertise (e.g., in statistics and tri-
als). Nursing research can and should avoid these pitfalls and build
evidence that can be used because, in the case of RCTs, there is an
adequate sample size for the question and the RCT is designed to
minimise bias.

One of the main reasons for undertaking systematic reviews is to
identify gaps in the evidence so that new research can fill them. A
positive impact of systematic reviews in wound care is that they have
stimulated research funders to commission high quality research to
fill the gaps, particularly in the UK where the National Institute for
Health Research is one of the world’s largest independent funders of
wounds research [2-4].

Finally wounds research has failed to develop a basic theoretical un-
derstanding. For example one reason why we do not have many ef-
fective treatments for complex wounds is because we do not fully
understand their aetiology and prognostic factors so do not target
treatments effectively. Again nursing research can avoid this mistake
by ensuring indepth theoretical knowledge of the health problem
concerned and such an understanding is fundamental to developing
complex interventions.
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Background

Insufficient knowledge among nurses and medical doctors regarding
evidence-based care recommendations and nurse-doctor-communication
failures are assumed to be important determinants of malpractices in de-
mentia care. To address these barriers early in the professionals’ careers,
an inter-professional dementia care training course was developed for
undergraduate nursing and medical students.
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Aim

To explore the feasibility of the novel course and potential effects on
participants’ knowledge and attitudes.

Methods

A before-after study was conducted alongside preliminary course im-
plementation in three terms. All participants were asked to complete
a questionnaire at the beginning and the end of the course. The
questionnaires covered following outcome areas: various dimensions
of the course’s process quality, including relevance of the inter-
professional learning, and knowledge and attitudes related to mul-
tiple aspects of dementia care. Data were descriptively analysed.
Results

In the first term, the course had to be terminated early due to dom-
inating barriers making full implementation not feasible. Across the
following terms, the then revised course was attended by 15 nursing
and 17 medical students, who all participated in the pilot study. The
overall course quality was rated with “2” on a six-step rating
scale (1 =very good, 6 =insufficient). The inter-professional course
character was highly valued both by the nursing and the medical
students. However, differences between these two sub-samples
were observed with regard to the assessment of other course as-
pects (e.g. problem-based learning) and the changes in students’
knowledge and attitudes.

Conclusions

Due to the mixed findings, further revision of the curriculum is re-
quired, taking the experiences from this pilot study into account.
Relevance for nursing science in Europe

This study exemplarily shows how nursing education can be devel-
oped further by means of complex intervention research inventory.
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Background

Despite missing theoretical clarity, quality of life (Qol) has become a
major concept as outcome in intervention studies in dementia re-
search. There is no generally accepted definition of Qol for people
with dementia. Lawton’s model (1991), which includes subjective and
objective components, is widely used as framework for the develop-
ment of Qol measurements and interventions. The aim of the study
is the identification of factors that affect dementia-specific quality of
life (Qol).

Material and methods

The meta-synthesis (PROSPERO 2013:CRD 42013005014) followed four
methodological steps: (a) database search without time limit including
forward and backward citation tracking, (b) data extraction, (c) quality
appraisal using formal criteria from the Critical Appraisal Skills
Programme, (d) synthesis of findings based on principles and proce-
dures of grounded theory. In particular, the constant comparative
method leads the coding, identification of categories and synthesis.
Two independent reviewers carried out all four methodological steps.
Results

The literature search and removal of duplicates revealed 3475 abstracts;
63 full texts were screened for eligibility. Eleven studies from seven
countries, published between 1996 and 2011, were included. The pa-
pers comprised reports on the perspectives of 410 people with demen-
tia in all stages of dementia on their Qol. The studies were based on
narrative and semi-structured interviews and focus group interviews,
the latter partly supported by music and art therapy.
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Conclusions

The meta-synthesis will contribute to the theoretical development
of the concept of Qol of people with dementia. The resulting
model of factors which affect dementia-specific Qol will provide a
framework for the development, adaption and validation of
dementia-specific Qol measurements and development of psycho-
social nursing interventions.
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Background

Fidelity can act as a potential mediator of the relationship between
interventions and their intended outcome. Within the FallDem-study
the fidelity of dementia-specific case conferences (DSCC) was
assessed as part of a process evaluation to explain the effects of
DSCC on residents’ challenging behavior (primary outcome). Fidelity
was assessed both in relation to the core elements of the DSCC (dur-
ation, frequency, process- and role structure, location) and potential
adaptations, as well as the reach of the target populations (residents
and nursing staff).

Materials and methods

Fidelity of DSCC was evaluated during the entire trial period
using quantitative and qualitative methods. Standardized proto-
cols of DSCC, attendance lists and written documentations of
interventionists (trainers) as well as semi-structured interviews
with participants of DSCC were conducted. Quantitative data
were analysed using descriptive statistics, qualitative data were
analysed using documentary analysis and content analysis. The
concept of DSCC as well as the curriculum of delivering DSCC
provided the basis for a systematic coding scheme for qualita-
tive analysis.

Results

Results indicate a moderate fidelity of the core elements of DSCC.
While the duration, role structure and location of DSCC was mostly
followed, the frequency of DSCC was reduced by more than one
third and adaptations were made regarding the process structure of
DSCC. The reach of the target population indicates that 57% of ex-
pected residents (112/192) directly received the intervention,
whereas the reach of the nursing staff was good, but characterized
by a high turnover and limited continuity during the 7 months of
intervention phase.

Conclusion

The moderate fidelity of DSCC as well as the high turnover and lim-
ited continuity of nursing staff might be influencing factors on the
effects of DSCC on residents’ challenging behavior and should be
carefully considered in the overall interpretation of the FallDem study
results. A detailed analysis of the reasons for the moderate fidelity
and the adaptations will be the next step of analysis.

Trial registration

Current Controlled Trials identifier: ISRCTN20203855, registered on
10" July 2013.
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Background

Balance and fall risk are important outcomes in rehabilitation nursing
care of older people.

This study aims to assess the effect of the ProBalance Programme on
balance and fall risk of community-dwelling older people from
Madeira, Portugal.

Materials and methods

A single-blind, randomised controlled trial (RCT) included
community-dwelling older people (65-85 yrs) with balance im-
pairments (n=177). Participants were randomly allocated to an
intervention group (IG; n=27) or a wait-list control group (CG;
n =25). The intervention included gait, balance, functional training,
strengthening, flexibility, and 3D training. The group-based inter-
vention was administered by a rehabilitation nurse over 12 weeks
(90-minute sessions, twice/week). The main outcome was balance,
assessed by the Fullerton Advanced Balance (FAB) scale. Increases
in FAB scores are associated to decreases in fall risk. The time
points for assessment were at zero (pre-test), 12 (post-test), and
24 weeks (follow up).

Results

A trend for higher FAB scale scores in the IG was found, with signifi-
cantly higher increases from the pre-test to the post-test, compared
to the CG, which showed a significant decrease. At follow-up, a sig-
nificant decrease was also found in the IG. There was a significant
interaction of group with time (F(2,42) =27.89, p <.001, nf,:.57) and
a main effect for time (F(2,43)=3.76, p=.03, r]§)=.15), with both
groups showing changes in the mean FAB scale scores across the
three time periods. A significant main effect comparing the two
groups (F(1,43) =21.90, p <.001, n?,: .34) confirmed a positive effect
of the intervention.

Conclusions

This study demonstrated the ProBalance’s efficacy in improving
balance and reducing fall risk of older people with balance impair-
ment, immediately after the intervention. A decline in balance was
observed for the |G after a period of no intervention.

Trial Registration

ACTRN12612000301864.
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Background

Several methodological issues are rarely addressed in examining the
association between the organization of nursing care and nurse well-
being and patient outcomes. We identified a need for (1) a refined
understanding of the similarity of effects across hierarchical levels
(nursing units, hospitals), (2) an evaluation of the comparability of
findings across groups and hierarchical levels, (3) a search for the
optimum level of production in established associations, and (4) an
examination of the mechanisms at play in these associations.
Materials and methods

The Registered Nurse Forecasting Study gathered data from 33731
nurses (wellbeing, organization of care) and thousands of patients
(33731 satisfaction surveys, mortality data for 422730 patients). In a
series of published and upcoming articles that exploit these unique
data, multilevel structural equation modelling is applied to align the-
ory and analysis and generate new evidence.

Results

In a first study we have shown that associations between work envir-
onment dimensions and nurse wellbeing are not homologous across
multiple levels of analysis [1], which confirms the saying that a fre-
quent shortcoming when ignoring the multilevel structure of the
data is not what is misestimated, but what is not learned. Second,
using complex Bayesian structural equation models on two occa-
sions, for both the nurse survey data [2] and patient survey data [3]
we have shown that survey questionnaire dimensions (e.g. nurse-
physician relations for the nurse survey, discharge communication
for the patient survey) must not be compared across groups or hier-
archical levels without assessing measurement invariance, i.e. the ex-
tent to which respondents across groups perceive and interpret the
content of survey instrument items in the same way. Third, in on-
going work drawing on recently introduced non-linear multilevel
structural equation modelling techniques, we have shown that simi-
lar conclusions can be drawn from linear and non-linear models
when it comes to the association between better quality of the nurs-
ing work environment and reduced feelings of burnout. Achieving
excellence in nurse work environments pays off in terms of lower
nurse-reported burnout rates. Fourth, in a multilevel moderated me-
diation analysis we have shown that nursing care left undone medi-
ates the observed association between nurse staffing and patients’
experiences with care [4]. In ongoing work, we postulate that this is
also the case for the association between nurse staffing and patient
mortality.

Conclusions

The RN4CAST consortium has refined our understanding of the
established associations between the organization of nursing care,
nurse wellbeing, and patient outcomes.
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Background

Research has found that low levels of RN staffing is associated with a
higher risk of patients dying in hospital [1] and that necessary care is
more likely to be left undone[2,3]. Care left undone, may be the me-
diator between RN staffing and patient outcomes.

Aims

Examine the factors associated with variation in care left undone and
associations with patient outcomes.

Methods

Cross-sectional survey data (RN4Cast study - 26,516 RNs) on nurse
staffing levels on acute hospital wards, nurse reports of care left un-
done, and routinely collected data on hospital related mortality are
analysed. Mortality within 30 days of admission (adjusting for hos-
pital and patient characteristics) for 422,730 patients following com-
mon surgeries in 300 hospitals in nine European countries examined.
Multi-level regression models are used to assess the relationship be-
tween staffing, care left undone and mortality.

Results

Lower registered nurse staffing levels are associated with higher
levels of care left undone and with an increased risk of patient death,
even when other factors are controlled for.

Conclusions

Care left undone is an important consequence of low staffing levels, not
just for the patient experience, but because it increases risk of patient.
Relevance for Nursing Science in Europe: The research has
highlighted a cause of preventable patient deaths, rarely considered
in patient safety literature.
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Background

The RN4CAST project is one of the most important contributions of
Nursing in improving the health of European citizens by highlighting
the links between education, performance and patient safety. Draw-
ing from this experience, Cyprus will map and compare its findings
within the European framework adding to the quality of patient care
in the EU.

Aim

To explore the relationship between practice environment and spe-
cific patient and nurse outcomes in Cyprus.

Methods

Survey data, using the Practice Environment Scale of the Nursing
Work Index (PES-NWI), job satisfaction and quality of care including
work left undone, from 507 nurses in 14 general medical and surgical
wards, across 5 Public Hospitals.

Results

The PES-NWI score was 2.36 (SD =0.52), with males appearing more
negative than females (2.25 vs. 2.42, p=0.001). 44.5% of nurses re-
ported no satisfaction with their work; 50.6% reported intention to
leave in the next year. The most frequent activities left undone in-
cluded comfort/talk with patients (58.3%), oral hygiene (56.9%) and
educating patients and families (54.0%).

Conclusions

Nursing care left is prevalent across Europe including Cyprus. Build-
ing on this experience and the consistency of results internationally
we aim to explore this issue further through a COST Action. The main
objective of this Action is to facilitate discussion cross-nationally with
implications for practice and professional development by advancing
collaboration and networking and integrating different disciplines in-
cluding nursing, moral philosophy and health care studies.
Relevance for nursing science in Europe

The COST Action CA15208 (RANCARE) http://www.cost.eu/COST_
Actions/ca/CA15208 will facilitate a debate on the conceptualisation
of care rationing and work left undone, the methodological chal-
lenges in investigating and monitoring the phenomenon, and enable
research and policy synergies across Europe with an overall aim to
address patient needs.
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Background

The Nurse Forecasting Project in Europe (RN4CAST) [1] has already
been conducted in 12 European countries, and it has shown that
each additional surgical patient per nurse results in a 7% increase in
the likelihood of dying within 30 days of admission, a 23% increase
in burnout, and a 15% increase of job dissatisfaction [2]. Since Italy
has 6.6 nurses per 1000 inhabitants in Italy, which is lower than the
European average (11 nurses per 1000 inhabitants), we conducted
the RN4CAST project also in Italy [3].

The main purpose of this study was to measure the impact of nurse
staffing on patient outcomes, healthcare outcomes, and job
satisfaction.

Materials and methods

RN4CAST survey including nurses, patients, and hospitals across Italy.
Results

The results will be officially presented at the RN4CAST@IT Dissemin-
ation Conference, which will be held on the 10™ June 2016 at the
University of Genoa in lItaly.

Conclusions

The RN4CAST project will bring about a significant change in Italy in
terms of producing data that measure the impact of nurse staffing
on patient outcomes, healthcare outcomes, and job satisfaction. In
this way, health policy decision makers will have the information ne-
cessary to make informed decisions on nurse staffing levels, by con-
sidering nurses not just in terms of numbers, but also in relation to
what type of patient outcomes nurse staffing levels are able to en-
sure in terms of reduced adverse events, complications, readmissions,
and mortality, achieving the best cost-benefit ratio.

The RN4CAST project will enable to produce a database that can be
used to measure the impact of nurse staffing and on patient out-
comes, healthcare outcomes, and nurses’ job satisfaction. These re-
sults can be used to improve the accuracy of health workforce
forecasting models and generate new approaches to ensure a more
effective management of the nursing workforce across Europe.
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Background

Indwelling urinary catheters go along with high risk of urinary tract
infections. Clinical guidelines therefore recommend restrictive cath-
eter use in hospitals. However, interventions to reduce indwelling
urinary catheters in hospitals are challenging.

Several systematic reviews identified promising approaches mostly
as part of intervention bundles. It remains unclear how intervention
components should actually be implemented.

Therefore, we performed a comprehensive synthesis of existing evi-
dence and aimed to identify and describe appropriate intervention
components to reduce the use of indwelling urinary catheters in
acute care hospitals, and to identify and describe implementation
strategies associated with these intervention components.

Methods

We performed a scoping review with the following concepts of inter-
est: interventions to reduce indwelling urinary catheters in hospitals,
their theoretical foundation and drivers enabling implementation.
The systematic search was conducted in five consecutive steps from
July 2015 to February 2016 and covered the Cochrane Library, Med-
line, Cinahl, and guideline databases. Primary research articles (pub-
lished since 2008), systematic reviews, and clinical guidelines
(updated at the latest in 2010) in German or English language were
included (n =70 publications).

To systemize implementation strategies for intervention components
we used implementation drivers related to organization and staff
competency according to the Active Implementation Framework.
Results

Identified core intervention components were defined indications for
indwelling urinary catheters, reminder systems, and stop orders.

On the organizational level they are flanked by institutionalized
guidelines addressing responsibilities and processes, integrating the
program’s components in electronic medical records, and perform-
ance assessment and feedback. On the staff competency level the in-
terventions are accompanied by various training modalities as well
as deployment of staff with special responsibilities and authorization.
Consideration of multiprofessional stakeholders’ view and circum-
stances by assessment of knowledge, barriers and needs was used to
model an intervention and to support the implementation process.
The intervention components can be justified in a satisfactory man-
ner by a range of guideline recommendations and systematically
assessed evidence of mainly observational trials.

Conclusions

The identified intervention components and implementation strat-
egies are suitable to model a complex intervention to reduce cathe-
ters in hospitals. Many of the components involve multiprofessional
aspects. In particular, collaboration of physicians and nurses seems to
be mandatory.

Limitations exist in the underlying evidence for some components
due to used study designs in primary research.
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Background

Patient participation is essential to improve the health of European
citizens in the 21st century. It reduces communication errors, in-
creases patient empowerment, and is associated with positive health.
The initiating behavior of healthcare workers to stimulate patient
participation and their willingness to share their responsibilities and
power with the patient is paramount. As behavior is embedded in a
ward’s culture, insight in the patient participation culture on hospital
wards is a necessity. Currently, little research on this topic is
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published and no validated tool is available to measure this culture
on hospital wards. The aim of this study is to develop and validate
the Patient Participation Culture Tool for healthcare workers (PACT-
HCW), which measures the healthcare worker-related determinants
of and effective communication in patient participation from the
healthcare worker’s perspective.

Materials and methods

A four phased validation study was conducted. The construct of the PaCT-
HCW was based on the ‘conceptual model of patient participation in error
prevention’ [1] and the ‘comprehensive model of patient involvement’ [2],
and focus interviews. During the instrument development phase, the
identified components from the models were elaborated by use of litera-
ture. The content of the PaCT-HCW was validated by a Delphi procedure
and 3 pilot studies. The PACT-HCW was psychometric evaluated by use of
an exploratory factor analysis and by calculating the internal consistency.
Results

Fifteen general and university hospitals took part. Surgery, general medi-
cine, long-term revalidation, geriatric and maternal care units were in-
cluded. The respondents had to be healthcare workers, with hands-on
patient contact, who worked on the same ward for more than six months.
The tool was completed by 1329 respondents on 163 wards (Table 1).
Conclusion

The PaCT-HCW is a thoroughly developed tool with high psychomet-
ric values. Hence, the PACT-HCW offers a valuable and nuanced view
on the healthcare worker’s side of patient participation. Moreover, by
creating more insight in the patient participation culture on hospital
wards, the PaCT-HCW is useful for researchers, nursing managers and
clinicians to undertake actions. The information from the PaCT-HCW
allows the development of tailored interventions to enhance patient
participation on the hospital wards.
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Table 1 (abstract $10). Characteristics of the participants

Variable n % Variable n %
Gender Managerial position
Male 241 1813 Yes 237 17.83
Female 1088  81.87 No 1092 8217
Profession Age
Nurse 873 65.69 <25 years 108 813
Midwife 122 9.18 25-34 years 402 3025
Physician 144 10.84 35-44 years 331 2491
Paramedical prof. 146 10.99 45-55 years 344 25.88
Nurse assistant 44 3.31 > 55 years 144 10.84
Education Job time
Secondary school 37 278 < 50% 115 8.65
Undergraduate 315 23.70 50-99% 449 3378
Bachelor 723 54.40 100% 765 57.56
Master or higher 254 1911

Employment on the ward
<1 year 92 692

>1 year 1237 93.08

The model showed high sampling adequacy (Kaiser-Meyer-Olkin Measure =
0.905) and the Bartlett’s test of sphericity was significant (x = 15082.47; df =
1485; p < 0.001). The exploratory factor analysis identified eight components,
explaining 49.88% of the variance (Table 2). The eight components of the
PACT-HCW showed high internal consistency (Table 2).
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Table 2 (abstract S10). An overview of the components with the
explained variances and Cronbach's a

Components  Nrof — Nrof Scale Standard  Interitem % of Cumulative  Cronbach's — aif Armor's

items  respondents  mean deviation  correlations  variances % a item E]
deleted

Competence 3 1329 1002 151 049-067 350 350 082 080 082

Support 8 1329 2287 4.06 033-075 723 1073 0383 085 089

Perceived 3 1329 874 173 0.30-069 240 1313 067 081 076

lack of

time

Information 18 831 4876 1074 031-0.75 1334 2647 093 093 093

sharing and

dialogue

Factual 5 1329 1667 255 058-0.70 825 3472 090 088 094

questions

Challenging 4 1329 1345 228 055-0.66 569 4041 0386 083 090

questions

Notifying 4 1329 1415 186 053-065 472 4513 085 083 090

questions

Acceptance 7 1329 1898 302 0.29-057 475 49.88 070 071 077

of anew

role

Total 52 831 15291 1670 022075 49.88 49.88 092 092 092
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Background

Older patients are at increased risk of adverse outcomes because
of inappropriate hospital care. There is an urgent need to explore
innovative care models that are able to sustain or improve
healthcare outcomes for older adults as the current number of
geriatricians and geriatric wards are inadequate to cope with the
ageing population. G-COACH aims to test the efficacy of a geriat-
ric co-management care model in cardiac patients. Geriatric co-
management is characterized by collaboration and shared
decision-making between the interdisciplinary geriatric team and
treating physician.

Materials and methods

G-COACH is a multi-phase mixed methods research project incorpor-
ating: 1) a systematic literature review to identify structure, process
and outcome variables; 2) a two-round international Delphi study to
determine appropriate and feasible indicators; 3) a pre-post interven-
tion study to test the efficacy of a geriatric co-management interven-
tion based on the selected indicators; and 4) a qualitative evaluation
using focus groups and individual interviews with core members of
the co-management team in order to evaluate the feasibility of a
large scale implementation study.

Results

Data extraction is currently being conducted on 44 publications in-
cluded in the review. Results of the review and meta-analysis are
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expected in April. Fifteen US and 16 European experts participating
in the first Delphi round, evaluated 5 structure, 12 process and 12
outcome indicators. Results of the final round are expected by the
end of March.

Conclusion

A complex geriatric co-management intervention will be devel-
oped using program theory in collaboration with local stake-
holder groups (May 2016), and subsequently evaluated in a
before-after study (September 2016 - 2017). G-COACH is an
exemplary case project that demonstrates the added value of
using the MRC framework and incorporating a mixed methods
approach.
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Background

The “nurse decision coach model” was developed to redistribute
health professionals’ tasks in supporting immunotherapy decision
making processes by people with multiple sclerosis (PwMS), follow-
ing the principles of shared decision making.

Aims

The pilot study aimed to test the randomisation procedure and to
gather data on feasibility to inform the main trial.

Methods

PWMS (age>18 y) with suspected or relapsing-remitting MS fa-
cing an immunotherapy treatment decision were recruited in two
German MS centres between March 2014 and June 2015. PwMS
were randomised to the intervention (IG) or control group (CG).
PWMS in IG received decision coaching by a trained nurse. PwMS
in the CG received care as usual. Both groups had access to an
evidence-based online information platform. Nurses were not
blinded to group assignment. PwMS and physicians were kept
blinded. The primary outcome was ‘informed choice’ after six
months, a multi-dimensional measure including the sub-
dimensions risk knowledge (questionnaire assessed after 14 days),
attitude concerning immunotherapy (one question assessed after
physician consultation), and therapy uptake (survey after six
months).

Results

In total 73 PwMS were included, 38 in the IG and 35 in the CG.
Groups were comparable at baseline. Data of 49 PwMS were
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available for the primary endpoint calculation. No significant
difference was shown with 15 of 29 (52%) PwMS in the IG
achieving informed choice after six months compared with 6 of
20 (30%) in the CG. Analysis of coaching videos showed good
involvement of PWMS in shared decision making. Process evalu-
ation data showed a positive response towards the programme.
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Conclusions

The innovative approach of delegating treatment information
provision to trained nurses has the potential to change current
doctor-focussed practice in Germany.

Trial registration

Current Controlled Trials ISRCTN37929939.
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