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Abstract

Background Acutely ill and frail older adults and their next of kin are often poorly involved in treatment and care
decisions. This may lead to either over- or undertreatment and unnecessary burdens. The aim of this project

is to improve user involvement and health services for frail older adults living at home, and their relatives, by imple-
menting advance care planning (ACP) in selected hospital wards, and to evaluate the clinical and the implementation
interventions.

Methods This is a cluster randomized trial with 12 hospital units. The intervention arm receives implementation
support for 18 months; control units receive the same support afterwards. The ACP intervention consists of 1. Clini-
cal intervention: ACP; 2. Implementation interventions: Implementation team, ACP coordinator, network meetings,
training and supervision for health care personnel, documentation tools and other resources, and fidelity meas-
urements with tailored feedback; 3. Implementation strategies: leadership commitment, whole ward approach

and responsive evaluation. Fidelity will be measured three times in the intervention arm and twice in the control arm.
Here, the primary outcome is the difference in fidelity changes between the arms. We will also include 420 geriatric
patients with one close relative and an attending clinician in a triadic sub-study. Here, the primary outcomes are qual-
ity of communication and decision-making when approaching the end of life as perceived by patients and next of
kin, and congruence between the patient’s preferences for information and involvement and the clinician’s percep-
tions of the same. For patients we will also collect clinical data and health register data. Additionally, all clinical staff

in both arms will be invited to answer a questionnaire before and during the implementation period. To explore barri-
ers and facilitators and further explore the significance of ACP, qualitative interviews will be performed in the interven-
tion units with patients, next of kin, health care personnel and implementation teams, and with other stakeholders
up to national level. Lastly, we will evaluate resource utilization, costs and health outcomes in a cost-effectiveness
analysis.

Discussion The project may contribute to improved implementation of ACP as well as valuable knowledge
and methodological developments in the scientific fields of ACP, health service research and implementation science.
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Background

The world’s population is rapidly ageing, requiring health
systems to adapt to this population shift. Older adults
represent a large proportion of hospitalized patients [1],
they often have comorbid chronic illnesses and disability,
and acute illness often comes with deterioration of physi-
cal health and cognitive function [2]. Overall health care
and hospital utilization increase dramatically in the last
months of life and a large proportion of old adults die in
hospital [3-5].

It is well known that frail older adults and their relatives
are often poorly involved in treatment and care decisions
[6, 7]. At the same time, the communication between the
service levels during admission and discharge is often
deficient [8, 9]. This may lead to both over- and under
treatment [7, 10] and considerable and unnecessary risks,
burdens, distrust, conflicts as well as costs, for example
because of undue hospitalization [10-13]. Advance
care planning (ACP) is a well-documented tool to com-
ply with the ethical and legal imperative to involve
the patient and their relatives in the planning of cur-
rent and preparing for future treatment and care [14].
ACP has its origins in the principle of respect for the
patient’s autonomy and the right to self-determination
[15]. It can be defined as the process of exploring the
patient’s values and preferences for care and treatment
at the end of life before decisions must be made [16].
ACP can improve quality of communication, prevent
decisional conflict [17], improve health and satisfaction
for patients and their relatives, and increase staff compe-
tence and confidence [11, 12, 18, 19].

Despite the evidence of the benefits of ACP and despite
being key priority in national and international policies
[16, 20-22], implementation is patchy [23], and ACP
remains underused in the health care services [6]. A
common strategy to facilitate the adoption of new prac-
tices is to develop guidelines [20]. Internationally, ACP
guidelines exist [16, 20] but the gap between policies and
practice remains large [6, 15]. Trials that include both
implementation and intervention strategies to improve
ACP in ordinary health care services can contribute to
strengthen the pathway from guidelines to practice [24].
ACP is a complex intervention [25-27], and the full range
of barriers and facilitators to implementing ACP have
not been studied. Examples of barriers include reluc-
tance and feeling of insecurity to talk about existential
issues and the limits of medicine, poor communication

skills, paternalism, specialisation, and fragmentation
[7, 28]. There are also more general barriers to translat-
ing evidence into everyday clinical practice, such as lack
of time [29] and commitment by leadership. Elements
supporting successful ACP implementation [30] include
whole-system approach, targeting multiple stakeholders
concurrently (patients, caregivers, health care personnel),
improved communication, application of guidelines, and
skills training.

The Norwegian health and care services do well in
international comparisons of quality of treatment, and
Norway is also better equipped to meet the challenges
of an ageing population than most other countries [31].
Important reasons for this are the Nordic welfare model
and a strong economy. Although the health care services
have become more patient-centered in recent years, ACP
is, as in other countries, rarely implemented. ACP is to a
certain extent in use in Norwegian nursing homes and in
the palliative care setting, more seldom in other specialist
and hospital care or primary health care. Advanced direc-
tive forms are little used, and neither advanced directives
nor ACP are explicitly regulated by health legislation
[32]. In general, we still lack evidence to answer the ques-
tions of timing, place and who should do ACP, to imple-
ment ACP on a large scale in routine services. There is
evidence indicating that initiating ACP in nursing homes
may be too late for the patient to be able to participate
themselves [33—-35]. For this study, we considered that it
would be too challenging at the time being to implement
ACP in primary health care outside nursing homes, and
that available evidence was not sufficient for our study
design. Through discussions with key stakeholders and
based upon available evidence and knowledge of Nor-
wegian health care services, we decided to focus on frail
older home dwelling adults acutely admitted to hospital.

In this context, our project will—through the use of
mixed methods and responsive evaluation—develop,
put into practice and evaluate interventions to imple-
ment ACP in Norwegian geriatric units and medical
wards with geriatric beds. We use a cluster randomized
design to measure and compare changes and differences
in implementation levels, health service outcomes and
clinical outcomes for patients and next of kin between
intervention- and control sites. Within this trial design,
we employ formative evaluation to evaluate and improve
the implementation processes, and we will use qualitative
studies to investigate and explore the implementation
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process and the significance of ACP for central stake-
holders in the participating geriatric units. We will also
qualitatively explore key barriers and facilitators for ACP
among stakeholders in a broader context, including other
health care services and at the municipal, regional, and
national level. A novel and comprehensive fidelity scale
will be developed by the project group and used in the
trial to assess the implementation level, penetration rate
and the content and quality of the ACP in the interven-
tion and control arm, and to guide the implementation
strategy in the intervention arm. It will after the project
be made available as a tool for coming research and quality
improvement in the field.

The overall aim of the project is to improve health ser-
vices, user involvement and patient-centered care for frail
older adults and their next of kin, in an efficient, sustain-
able, and coordinated way, through better implementa-
tion of ACP.

Objectives

Primary objective

To evaluate whether the implementation support, relative
to no support, is associated with improved implementa-
tion of ACP and with better involvement of patients and
next of kin in geriatric units.

Secondary objectives

1. To measure the present level of implementation of
ACP in all participating hospital units.

2. To evaluate whether the implementation support,
relative to no support, is associated with improved
implementation of ACP, measured with the ACP
fidelity scale (sum score, the quality subscale, the
implementation subscale and the penetration rate
subscale).

3. To identify barriers to, facilitators for and experi-
ences with implementing ACP among the stakehold-
ers at the a) clinical, b) health care service- and c¢)
municipal, regional and national level.

4. To explore moral dilemmas and conflicting interests
related to ACP, and strategies on how to resolve
them.

5. To explore benefits and disadvantages with ACP
among patients and their next of kin, and to explore
the benefits and disadvantages of both the implemen-
tation support and ACP among health care personnel
and the implementation teams.

6. To investigate whether the implementation support
is associated with improved quality of communica-
tion and decision-making when approaching the end
of life for patients and next of kin, better congruence
between the patient’s preferences for information and
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involvement and the attending clinician’s perceptions
of the same, and improvements of other relevant
outcomes for patients, next of kin and the attending
clinician.

7. To assess whether higher level of implementation
(fidelity) of ACP is associated with improved out-
comes for patients, next of kin, the staff and the
services.

8. To measure, before and during the implementation
process, health care personnel’s perceptions, atti-
tudes, self-efficacy, confidence in, and experiences
in relation to information giving and involvement of
patients and next of kin.

9. To measure healthcare utilization, costs, and the
cost-effectiveness of the implementation and of ACP
in the routine health care in hospital units.

Methods

Trial design

The project is a multicentre cluster randomized con-
trolled trial (CRCT). Each participating geriatric unit,
with responsibility to provide medical care to acutely
admitted older medical patients, constitutes one cluster
and is the unit of randomization. Figure 1 gives an over-
view of the study design. The article conforms to the
Standard Protocol Items: Recommendations for Inter-
ventional Trials (SPIRIT) [36] (Additional file 1), and
the study results will reported in accordance with the
Consort 2010 extension to cluster randomized trials. All
methods carried out in the study will be performed in
accordance with relevant guidelines and regulations.

Setting

Implementation of ACP in the routine health care in
Norwegian hospitals is pioneering work, so the geriatric
milieu was chosen because of their preexisting focus on
and competence in communication, patient involvement
and interdisciplinarity in the care for acutely admitted
frail older adults. All 14 hospitals in the South-Eastern
Norway Regional Health Authority with a geriatric unit
or medical wards with geriatric beds were invited to
participate in the trial. Of the 14 hospitals, 12 agreed to
participate in the trial. All units treat patients from their
discrete geographical catchment area, with a total catch-
ment area of 2 372 150 inhabitants, 43% of the total popu-
lation in Norway. The reason given for non-participation
was the lack of capacity to engage in a research project. A
full list of the participating units, situated in both urban
and more rural areas, is available at ClinicalTrials.com.
The difference in size is partly due to differences in the
size of the catchment area, and it also reflects the differ-
ences within the Regional Health Authority in how geri-
atric medical services are organized and prioritized.
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12 hospital units/
clusters

Intervention arm
(n = 6)

Implementation support
program

3 fidelity measurements

Costs of implementation

Triadic study
Patients, next of kin and
clinician (n = 420)
e Questionnaires
e Registry data

Qualitative interviews with
patients, relatives,
personnel, leaders, and
implementation teams

Control arm
(n=6)

Implementation as usual

(Support after intervention period)

2 fidelity measurements

Triadic study

Patients, next of kin and
clinician (n =420)
e (Questionnaires
e Registry data

Policy analysis and Health economics analysis

Fig. 1 The study design of the Norwegian ACP trial

Selection, allocation of clusters and sample size

The organization and size of the acute geriatric inpatient
care in the included hospitals varied a lot. We selected
the units that a) had geriatric doctors and b) were either
defined geriatric units, or medical wards with geriatric
beds. One exception is one hospital that has a general
medicine unit without defined geriatric beds, but with a
geriatric doctor and with similar responsibility towards
the geriatric patients in their catchment area as the other
units. In Norway, many geriatric patients are admitted to
various medical wards (cardiology, respiratory medicine,

nephrology etc.). The geriatric units and geriatric beds
are usually reserved for acutely ill home-dwelling older
patients who are expected to benefit from a multidiscipli-
nary geriatric team approach: to evaluate their functional
and cognitive status as well as their level of frailty and to
develop an individualized plan to preserve function along
with treating the acute condition. Three of the units also
included beds for stroke patients, and one of the units
only had beds defined as "stroke beds". The units with
stroke beds were included as a whole if the unit had the
main responsibility for geriatric patients in need of acute
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hospital admittance in their catchment area and were the
unit with the highest level of geriatric expertise at the
hospital (at least one geriatrician among the staft). The
beds in these units were often used interchangeably for
geriatric patients and stroke patients depending on the
needs.

The units were sorted from one to 12 according to the
number of geriatric beds and then stratified into three
strata: four clusters with 16 to 23 beds, six clusters with
6 to 10 beds and two clusters with 4 and 5 beds respec-
tively. In each block, the clusters were randomized to
either the intervention or the control arm with an allo-
cation ratio of 1:1. An independent professor in epide-
miology performed the allocation using the Microsoft
Excel RAND-function, only knowing the numbers of the
clusters. The randomization was performed to achieve
a balance in unit types in the intervention and control
arm and a similar size of the two arms including a similar
number of admitted patients filling the inclusion criteria.
All hospitals are located in cities or towns. The purpose
of the stratification was primarily to achieve a balance in
the number of patients and next of kin between the two
arms, and secondly to include units of various sizes in
both.

The study has primary outcomes for the implementa-
tion and for the clinical effectiveness. The primary out-
come for the implementation outcome sub-study is the
differences in fidelity changes between the arms. The unit
of analysis for the fidelity scores is the health care units or
clusters. Fidelity is rated on 5-point scales (1 =poor fidel-
ity, 5=high fidelity). Based on previous research (mean
difference 1.82 and average SD 0.80 after 18 months with
implementation support), we have calculated that we
need at least four clusters in each arm to show that imple-
mentation support gives a significant increase in fidelity,
based on 5% two-tailed significance and 80% power. If the
differences are smaller in our study, we will need a larger
sample. Due to the possibility of unit drop-out during the
project period and to secure sufficient power, we have
included six units in the intervention arm and six in the
control arm.

The primary outcomes for the clinical effectiveness
study “The triadic sub-study with patients, next of kin
and clinicians” are described under “outcomes” The unit
of analysis is the individuals recruited in each cluster.
Since we have not found comparable studies that have
published data on these instruments, we decided to use
a 0.5 SD improvement (medium effect) when calculat-
ing the sample size. Based on a 0.5 SD increase in the
primary outcome and an Intra-class Correlation Coef-
ficient (ICC) of 0.05, we need 132 patients in each arm
or 22 per cluster with six clusters in each arm to achieve
80% power to detect a difference in the primary outcome
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among patients, between groups with a certainty of 95%.
Taking into account the possibility of patients in the con-
trol arm receiving ACP, and incomplete or missing data,
we aim to recruit at least 35 patients per cluster. A similar
power calculation with the same conservative assump-
tions has been done for the primary outcomes for next
of kin and clinicians with the same results (35 next of kin
and 35 clinicians per cluster).

Research methodology

The multicentre trial is both an implementation study
and a clinical effectiveness study. Our project includes
two complex interventions on a large scale in ordinary
services: a clinical intervention (ACP) and an imple-
mentation intervention. We will use a responsive evalu-
ation approach [37] in combination with participatory
action research, the CRCT design, health economics and
empirical ethics. Responsive evaluation is characterised
by engagement with all stakeholders, and combining
professional, scientific, and experiential knowledge. Fur-
thermore, we want to do multilevel evaluation research
also outside the units participating in the CRCT and use
process evaluation to provide feedback on the prelimi-
nary results to the intervention arm as part of the imple-
mentation intervention (formative evaluation). In sum,
this requires the use of mixed methods (i.e. quantitative
and qualitative research methods) — multidisciplinary
approaches, and to include different stakeholders and
sub-studies with different primary outcomes.

The project design emphasises strong stakeholder
involvement before, during and after the project. The
health care personnel, the patients, the next of kin, and
the health services will play an important role in the
development of effective implementation strategies and
optimization of the ACP intervention: as stakeholders, as
experts by experience, and through the data collected in
the qualitative and quantitative sub-studies. The project
plans and results will also be discussed at the annual net-
work meetings of the national ACP network to get input
and to inspire other research and innovation.

Our methodological design follows the Medical
Research Council’s recommendations on evaluating com-
plex interventions [26] and Proctor et al’s recommenda-
tions on outcomes for implementation research [38].
That is, we include more than one method, both process
and outcome research, and formative evaluation, more
than one primary outcome and different types of out-
comes. This approach makes it possible to monitor and
adjust the implementation process and study the effect of
ACP-implementation both on the individual and organi-
sational level. In the current project, we will further
exploit and develop this fidelity scale to assess the imple-
mentation of ACP thoroughly, and to be able to assess
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and compare the levels of ACP implementation, service
outcomes, and outcomes for patients and next of kin.

Piloting and feasibility of questionnaires and interview
guides

Two past large multi-center studies from Centre for med-
ical ethics (CME), “Implementing advance care planning
in nursing homes” and “Implementation of guidelines
on family involvement for persons with psychotic dis-
orders in community mental health centres (IFIP)-trial”
have ensured knowledge and experience with feasibility,
implementation and evaluation, and serve as pilots for
the current trial [39, 40]. All interview guides and ques-
tionnaires are built upon these and other relevant past
studies [41-49], and have thus been pretested in imple-
mentation, health service, and clinical research focusing
on involvement of severely ill patients and their close
relatives in different health care contexts. Further tailor-
ing, piloting and testing will be performed among older
patients, next of kin and health care personnel in geriat-
ric units, and the questionnaires will be adjusted accord-
ing to feedback on relevance and feasibility.

The ACP interventions
The ACP interventions in this study, combining imple-
mentation strategies, an implementation intervention
and the clinical intervention ACP, were developed by
the project group. It is building upon research at CME
on end-of-life ethics, patient involvement, decision mak-
ing processes for older patients and their next of kin
and ACP in nursing homes in Norway, and national and
international research and guidelines on ACP and end-
of-life decision-making.

The ACP interventions consist of the following elements
(described in detail in Additional file 2).

I Clinical intervention: advance care planning

1.1 Routine identification, information and invitation
to ACP to all eligible patients and next of kin.

1.2 ACP conversations routinely provided to all
consenting patients and their next of kin.

1.3 Documentation and collaboration with other
health care services and levels.

IT Implementation intervention

2.1 Implementation team.

2.2 ACP coordinator.

2.3 Training and supervision: Kick-off, training
of resource persons and health care personnel
including practical exercises, monthly contact with
units, network meetings.
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2.4 Toolkit and shared resources: ACP guideline,
pocket card, teaching material, information leaf-
lets, documentation templates etc.

2.5 Structured fidelity measurements of the imple-
mentation level of a) the implementation interven-
tions and b) the clinical intervention, with tailored
feedback and supervision.

2.6 Evaluation of the intervention and implementation.

III Implementation strategies

3.1 Ensuring leadership commitment.
3.2 Responsive evaluation.

3.3 Whole ward approach.

3.4 Train the trainer model.

3.5 Sustainability after the project.

The implementation strategies

The hospital units in the intervention arm will receive
support through the implementation strategies and
implementation interventions for 18 months to be able to
use the clinical intervention ACP in routine health care.
The control units will provide treatment as usual during
this period and receive implementation support after the
last fidelity measurement at 18 months.

To secure sustainability, both the evaluation plan and
the implementation support emphasise a “whole ward
approach” [39]. By this we mean recruiting whole units
through the CRCT design (and not only individual
patients or next of kin), involvement of all employees,
leadership commitment, ACP performed by regular
staff, train-the-trainer model, minimal off-site training,
freely available ACP-guideline and didactic materials,
ACP-invitations to all patients in the units who are able
to participate, encouraging next of kins’ participation,
and supported decision-making if the patient is cogni-
tively impaired [50]. We have recently used parts of this
approach in an ACP-study in nursing homes [39, 51].
Our results demonstrate significant improvement of
user and family involvement on entire units, not only for
patients offered ACP [52].

The implementation support starts with a kick-off for
all units. An initial meeting with all involved parties at
each unit is recommended. All participating units will
recruit a local coordinator for the project. Furthermore,
the intervention units assign an implementation team,
consisting of one or more health care professionals and
the unit leader, which will ensure the local implementa-
tion. The project group will provide, in a train-the-trainer
model, training and supervision for these local resource
persons. We will encourage the implementation teams to
meet 1-2 times monthly in the intervention period, and
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the project group will have monthly joint meetings with
the teams digitally. The results from the detailed fidelity
assessments (described below) will be used to provide
tailored feedback to each intervention unit three times
during the implementation period (formative evaluation).
Additionally, during the 18 months of intervention, we
will gather the implementation teams across all the inter-
vention units in network meetings every sixth month for
networking and discussion. Written notes from these
meetings will be included in the qualitative evaluation
study (see below).

Participants

From the units participating in the CRCT we have the
following main categories of participants: Patients, next
of kin, health care personnel and implementation teams,
including health care professionals and unit leaders.
These will be recruited from the units to take part in both
the quantitative and qualitative studies. Furthermore, we
will study barriers and facilitators qualitatively in a wider
context, including stakeholders from other health care
services, and from the municipal, regional, and national
level. An overview of the respondents and sub-studies
is presented in Table 1, and each sub-study is described
below.

Patients and next of kin

Patients and next of kin will be included by local health
care personnel, led by the local research coordinator. In
the quantitative triadic sub-study, patients and one close
relative will be asked to participate together with the
attending clinician in both the intervention and in the
control arm (see below). In the qualitative sub-studies,
patients and next of kin from the intervention units hav-
ing experience with ACP will be invited to participate.
Inclusion- and exclusion criteria for patients and next of
kin in the triadic sub-study is described below. For the
qualitative sub-study, we use similar criteria with some
adaptations.

Inclusion criteria for patients

+ Home-dwelling

+ 70 years or older

+ Acutely admitted to the participating unit

+ Sufficient language proficiency in Norwegian to
respond to the questionnaire

+ Clinical frailty score of 4 or more

+ The physician responsible for the patient’s medical
care answers "no" to "Surprise question” from Gold
Standards Framework proactive identification guid-
ance
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+ Both patient and a close relative (preferably the
closest relative) would participate in ACP together if
offered

+ Both patient and the close relative consent to partici-
pate in the research project

Exclusion criteria for patients

+ The patient is not competent to consent to research
participation

+ The patient is expected to die within 24 h

+ The patient has participated in ACP prior to the cur-
rent hospital admission

+ In the intervention arm

o ACP is not conducted with patient, a close rela-
tive and physician before hospital discharge

o The clinician that participated in the ACP con-
versation has not consented to research partici-
pation

« In the control arm

o The patient or the relative would not have been
able to participate in ACP during hospitalization

o An attending clinician has not consented to
research participation

Inclusion criteria for next of kin

« A close relative of a patient who fulfill all inclusion
criteria and no exclusion criteria; and who would
be willing to participate in ACP together with the
patient if offered

+ 18 years or older

+ Sufficient language proficiency in Norwegian to
answer the questionnaire

« Both patient and the close relative consent to partici-
pate in the research project

Exclusion criteria for next of kin

+ The relative is not competent to consent to research
participation

Health care professionals and local unit leaders

Health care personnel will have many roles in the imple-
mentation, the ACP intervention, and the research in this
study. According to the whole-ward approach, the project
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Table 1 An overview of the sub-studies and respondents in the Norwegian ACP trial
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ACP sub-study

Respondents

Number

Time of data collection

Type of data

Implementation outomes
Fidelity measurements

Health care personnel,
resource persons, lead-
ers in the hospital units

Clinical and health service outcomes

Patients - triadic study

Next of kin - triadic study

Attending clinicians -
triadic study

All staff in participating units

Qualitative studies within the

geriatric units

Barriers, facilitators and signifi-

cance
Patients

Next of kin

Health care personnel
Implementation teams

Patients from the partici-
pating units

Next of kin from the par-
ticipating units
Health care personnel

All health care person-
nel, resource persons
and leaders in the hospi-
tal units

Purposive sampling
of patients from inter-
vention units

Purposive sampling

of next of kin from inter-
vention units

Health care personnel

Health care personnel
and unit leaders

All 12 participating units

420 patients

420 next of kin
420 clinicians

300 respondents

10-12 patients

10-12 next of kin

All 6 intervention units
All 6 Intervention units

Qualitative studies in a wider context Barriers and facilitators

The wider health service context

National, regional and municipal level

Health economics
Health economic analysis

Health care personnel
and chief physicians

in hospitals and commu-

nity services

Health politicians,
health authorities,
health administrators,
professional- and user
organizations

Information from partici-
pating units
Patients and next of kin

40 respondents

15 respondents

All 6 intervention units

Baseline, 7-10 and 18 mos

13-18 mos

18 mos. Pre-18 mos.
post inclusion

13-18 mos

13-18 mos

Baseline and 18 mos

4-14 mos

4-14 mos

14-16 mos
14-16 mos

Baseline

Baseline-8 mos

0-18 mos

13-18 mos

18 mos. Pre-18 mos.
post inclusion

Fidelity assessments

Questionnaire

Patient records and health
registries

Questionnaire

Questionnaire

Questionnaire

Qualitative interviews

Individual interviews

Individual interviews

Focus group interviews
Focus group interviews

Individual and focus group
interviews

Individual interviews

Cost data

Data from triadic study
including health registry data
(see above)

encourages the units to include all clinicians in the ACP
training, and some will actively participate in the clinical
intervention, by providing ACP as a part of the clinical care.
Dedicated clinicians will be appointed to roles as ACP-
coordinators and implementation teams, thereby perform-
ing tasks related to both implementation and research. The

implementation teams consist of clinical staff with a special
interest or expertise relevant to ACP, and the closest leader.
In Norwegian hospitals, the local unit leaders are in gen-
eral health care professionals using some or all their time
to lead the unit or a part of the unit. A research coordinator
will be responsible for recruiting patients and next of kin
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to the quantitative and qualitative studies in collaboration
with the staft.

The study will collect data from the health care person-
nel in four sub-studies: The fidelity assessments, a quan-
titative study to all health care personnel and the unit
leaders, and the triadic study including an attending cli-
nician, in both the intervention and the control arms, and
qualitative interviews with ordinary clinicians and with
the implementation teams in the intervention units.

In the triadic sub-study, the participating clinician will also
provide clinical data about the included patient. This par-
ticipating clinician should be closely involved in the health
care provided to the patient during the hospitalization and
have sufficient knowledge of the patient’s health and health
care needs. If feasible, the participating clinician will be the
attending clinician responsible for the patient’s medical care.
In the intervention arm, the participating clinician should
also be the clinician who participated in the ACP.

Stakeholders in a broader context

Two qualitative sub-studies include selected stakeholders to
explore barriers and facilitators for ACP in a broader context.
The first, already published, explores barriers and facilitators
in a wider health care service context and includes health care
professionals and chief physicians in hospitals and in munici-
palities [53]. The second explores barriers and facilitators at the
municipal, regional and national level. In this study we include
stakeholders who are relevant to health care policymaking:
health politicians on a national level, national health authori-
ties, high-level leaders in both the hospital and municipal
health care system, professional associations, user- and inter-
est organizations, as well as leaders of health care educations.

Blinding

Due to the nature of the project, neither the units, the local
leaders, the health care personnel nor the project’s research-
ers can be blinded to the hospital units’ allocation status.
The project group is small, and the project’s researchers
will contribute to all parts of the project, including devel-
oping the implementation program and providing the
implementation support. This makes the researchers more
familiar with and knowledgeable of all aspects of the units,
which strengthens the tailoring of the intervention, and it
improves the quality of the evaluation. On the other hand,
having researchers evaluate the results of a program and the
support they have provided themselves may lead to a risk
of experimenter bias. This will be minimized by awareness
of the risk of bias and by dividing the responsibility for the
implementation and for the evaluation between different
researchers. To prevent selection bias, patients and next of
kin will not be informed about the hospital unit’s allocation
status, but they may deduce this from the kind of treatment
they receive. We assume that self-reported data and data
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collected from national registries to a low degree will be sus-
ceptible to bias.

Outcomes

Implementation outcome—fidelity

Fidelity is defined as the degree to which programs [in
principle evidence-based practices] are implemented as
intended. It is demonstrated that the fidelity with which an
intervention is implemented affects how well it succeeds,
e.g., impacts on the relationship between the intervention
and its intended outcomes [54]. To our knowledge, only a
few previous ACP-studies have assessed fidelity, but relat-
ing fidelity solely to the intervention or the degree to which
an intervention is delivered as intended (i.e. the quality of
ACP) [55, 56]. This refers to a narrower conception of the
term fidelity [54]. To capture both the complexity of ACP
as an intervention and the complexity of the implementa-
tion process aiming to put ACP into routine practice, we
developed a novel, broader and more comprehensive fidel-
ity scale, including three subscales measuring:

1. The current level of implementation of the selected
recommendations, i.e. adherence to the intervention
(quality of ACP)

2. The penetration rate, defined as the percentage of
consumers who are offered and receive ACP as an
evidence-based practice, as measured against the
total number of consumers who could benefit from
the evidence-based practice [57]

3. The implementation process, by measuring the level
and quality of selected implementation strategies and
implementation interventions

We used Bond’s standardized methodology for developing
and validating fidelity scales [58], and selected recommen-
dations from national and international guidelines cluster-
ing them into key items [14, 16, 59]. The scale consists of 22
items that are scored from 1 to 5, where 1 equals poor imple-
mentation and 5 equals full implementation of ACP. The
development and details of the scale will be published. The
psychometric properties of the scale will be assessed, and we
will optimize and ensure its usefulness and availability to other
researchers and the health care services after the project period.

Data collection

We defined baseline as the situation before the start
of the intervention, and the baseline fidelity measure-
ments were conducted from May to August 2022. The
participating hospital units were randomized to the
intervention- or control arm after the baseline fidel-
ity measurement in August 2022. The implementation
period started with kick-off on Oct 25th, 2022, and
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will continue for approximately 18 months (when the
inclusion for the triadic sub-study is completed, and
before the last measurement of fidelity). Fidelity meas-
urements in the intervention arm will be at baseline, at
7-10 months after the start of the intervention (May
to August 2023) and at 18 months (April 2024). Fidel-
ity measurements in the control arm will be at baseline
and at 18 months. The second fidelity measurement is
not done in the control group due to resource consid-
erations, and to avoid influencing clinical activity in
the control arm.

The fidelity scores at each unit will be based on a) inter-
views with leaders, b) interviews with resource persons,
¢) interviews with physicians, d) interviews with nurses,
e) written material (e.g., information brochures or clini-
cal procedures) and f) existing routine data (number of
patients eligible for/offered/received ACP). Seven of the
project members participate in the data collection, form-
ing teams of two people visiting each site. Based on the
interviews and available information, the two researchers
will, at the end of the visit, score fidelity individually, and
subsequently discuss possible discrepancies and decide
on a consensus score.

Outcomes and data analysis

The fidelity measurements will provide an answer to
the first primary outcome of this study, by compar-
ing change in fidelity from baseline to 18 months in the
intervention arm versus the control arm. We will report
changes in total fidelity, in sub-scales and in relevant sin-
gle items. The baseline fidelity scores provide data on the
current level of implementation of ACP, thereby answer-
ing the first of the secondary objectives. Baseline data
will be analyzed using descriptive statistics, including
means, ranges, standard deviations (SD), and number
of sites achieving low, adequate and full implementation
of the various items. Interrater reliability will be investi-
gated by calculating the ICC for total mean fidelity and
for each item, using a one-way random effects analysis
of variance model for agreement between two asses-
sors. Difference between experimental and control arms
in change on the ACP scale (primary outcome) from
baseline to 18 months, will be assessed by an Independ-
ent samples t-test. The results will be presented as mean
difference with corresponding 95% confidence interval
(CI), p-value and effect size (Cohen’s d) with 95% CI.
The differences between the experimental and control
arms in change on the ACP scale and sub-scales will be
assessed by linear mixed models with random intercepts
for clusters. All analyses will be performed in SPSS,
STATA or R.
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Clinical effectiveness - The triadic sub-study with patients,

next of kin and clinicians

In this sub-study, we will assess and compare ACP rel-
evant outcomes between the intervention arm and con-
trol arm. As described, we use a triadic approach, by
recruiting each patient together with a close relative, and
an attending clinician. This allows us to assess and com-
pare the perspectives of all three stakeholders across the
two study-arms. We aim to include at least 420 triads in
total from the two arms. Each person in each “triad” will
complete a questionnaire inspired by past ACP-, end-
of-life- and shared decision-making studies and adapted
to the Norwegian context and the current study. Paper
questionnaires will be used for patients, the next of kin
can choose between paper and digital questionnaires and
digital questionnaires will be used for the clinicians. The
patients will be offered assistance in filling out the ques-
tionnaire by a staff not involved in the treatment of the
patient. The inclusion of participants will start approxi-
mately 13 months after the start of the intervention in the
implementation arm.

Patient outcomes

Questionnaire Patients in the triadic sub-study will be
asked to answer a short questionnaire including the fol-
lowing dimensions:

— Quality of communication and decision-making for
the patient and the next-of-kin when approaching the
end of life (primary outcome for patients)

— Communication about preferences for informa-
tion and involvement, health care personnel’ cur-
rent compliance with these preferences, and trust in
future compliance

— Satisfaction with information about the patient’s state
of health, discharge, prognosis, and future health care
needs, and with information and involvement concern-
ing health care provided during and after admittance

— Self-efficacy in communicating with next-of-kin and health
care professionals about future deterioration, about prefer-
ences for life-prolonging treatment in such a situation, and
about health care when approaching the end of life

— Problem causing admittance being solved; satisfac-
tion with arrival, stay, and discharge at the hospital;
and trust in necessary health care in the future

— Concrete preferences for information and who should
participate in important decisions about health care,
and assessment of the amount of information given

— General life satisfaction [48]

— Demographic information
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Data from patient health records The researchers will
retrospectively go through the patients’ electronic health
records, given sufficient project resources. We will col-
lect documentation from 18 months before to 18 months
after inclusion (or until death) on the following: ACP
and other similar conversations, palliative care plans, life
prolonging treatment and palliative care given, any deci-
sions to limit such treatment or care, and the patients’ life
stance or religious beliefs.

Data from national registries The patient dataset will
be coupled to individual data from national registries
(from 18 months before to 18 months after inclusion (or
until death). This allows description of the patient popu-
lation and their use of health services, and to assess pos-
sible long-term effects of ACP. The registers include the
Norwegian Registry for Primary Health Care, Norwegian
Patient Registry, Norwegian Prescription Database and
Norwegian Cause of Death Registry.

Next-of-kin outcomes

Questionnaire Next of kin in the triadic sub-study will
be asked to answer a questionnaire including the follow-
ing dimensions:

— Quality of communication and decision-making for
the patient and the next-of-kin when approaching the
end of life (primary outcome for next of kin)

— Satisfaction with information about the patient’s state
of health, discharge, prognosis, and future health care
needs, and with information and involvement con-
cerning health care provided during and after admit-
tance

— Satisfaction with information about the patient’s state
of health, discharge, prognosis, and future health care
needs, and with information and involvement con-
cerning health care provided during and after admit-
tance, and with the health care personnel’ under-
standing of the next-of-kin’s situation

— Self-efficacy in communicating with the patient and
health care professionals about future deterioration,
about the patient’s preferences for life-prolonging
treatment in such a situation, and about health care
when the patient is approaching the end of life

— DProblem causing admittance being solved, satisfac-
tion with arrival, stay, and discharge at the hospital,
trust in necessary health care for the patient in the
future, and believe that you have to ensure that the
patient receives needed health care in the time to
come
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— Next of kin’s concrete preferences for information
and assessment of the amount of information given,
the patient’s preference for information and who
should participate in important decisions about
health care

— Next of kin’s tasks and burdens

— Informal carer’s care-related quality of life [60].

— General life satisfaction [48].

— Demographic information

Attending clinician outcomes

Questionnaire Attending clinicians in the triadic sub-
study will be asked to answer a questionnaire including
the following dimensions:

— Clinical information about the patient

— The professional role towards the patient

— The patient’s concrete preferences for information
and who should participate in important decisions
about health care, and assessment of the amount of
information given (primary outcome for attending
clinicians is the congruence between the clinician’s
answer and the patient’s answer on these questions)

— Self-confidence in matching involvement of patient
and next-of-kin and future decision-making to
patient’s preferences

— Self-efficacy in communicating about: future deterio-
ration, preferences for life-prolonging treatment in
such a situation, future care (at home or in a nursing
home), and about health care when approaching the
end of life, with the patient, next-of-kin, and other
health care personnel

— Demographic information

Recruitment

A local research coordinator at each participating unit
will recruit participants assisted by the health care per-
sonnel at the units, guided by a set of instructions and
supervision by the researchers. All potential participants
will be assessed for eligibility. The patients who fulfil the
criteria will receive verbal and written information about
the study from a health professional at the unit. If a writ-
ten informed consent is obtained, the health professional
will ask the patient for permission to contact the clos-
est relative to inform and possibly obtain consent and
include him or her, and subsequently inform and recruit
the clinician. The patient, the next-of-kin and the clini-
cian will be included if the whole triad consents to par-
ticipate. At the time of submission of this manuscript, the
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units were just about to begin recruiting participants to
the triadic sub-study.

Data analysis

Demographic and clinical data about the patients will be
used to assess whether the patients in the control and
intervention units are comparable. In addition, the par-
ticipating units will collect basic and anonymous clini-
cal information about all patients admitted to the units
at shorter random time periods, to get more information
about the participant units and to compare the included
patients with all admitted patients.

Number and percentages of invitation to and participa-
tion in ACP for patients and next of kin will be calculated
and compared between intervention and control group.
The primary statistical analyses will be the difference in
mean outcomes between participants in the intervention
and the control group using linear mixed effects mod-
els. The random part of the model will consist of ran-
dom intercept for patient or relative identification nested
within centre. Missing data will be handled by multiple
imputation using predictive means matching with 100
imputed data sets.

If the analyses show differences in the intervention and
control arm, we will perform analyses to assess if higher
fidelity score (higher levels of implementation) is associ-
ated with improved outcomes for patients, next of kin,
and clinicians. For the secondary outcomes, we will com-
pute average outcomes and SD for the intervention and
the control group and use the t-test to determine if there
is a significant difference between groups.

Questionnaires to all staff

In this sub-study we will invite all health care person-
nel and leaders who are eligible from all participating
intervention- and control units. The inclusion crite-
ria are health care personnel (medical doctors, nurses,
care workers, occupational therapists, physiotherapists,
speech therapists), and leaders employed or attached to
the unit in a 20-100% position.

Data collection and outcomes

A digital questionnaire based on validated question-
naires [41, 43, 61] will be administrated at baseline and
18 months after the start of the intervention. This will
provide data both to investigate the status at baseline
and to evaluate possible differences in changes between
the two study arms. The questionnaire includes the fol-
lowing dimensions:

— DPatients’ and next of kins’ preferences for informa-
tion and involvement
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— Whether information, involvement and health care
provided is concordant with the patients’ and next of
kins’ preferences and reasons for discordance

— Decision making authority — clinical realities and
ideals

— Self-efficacy and confidence in ACP-relevant infor-
mation and involvement tasks

— Demographic information about the participants

Data analysis

For the baseline data, we will perform descriptive anal-
yses, and compute average outcomes and SD for the
intervention and the control group and use the t-test
to determine if there is a significant difference between
groups. For the follow-up-data we will compute average
outcomes and SD for each point of time and treatment
group and test the mean difference in change between
the intervention and the control group from baseline to
18 months using t-tests.

Qualitative evaluation of ACP and of the implementation
support
After 14-16 months of implementation support, we will
perform focus group interviews with health care person-
nel in the intervention units and focus group interview
with each implementation team in the intervention units.
From month 4 to 14, we will conduct individual inter-
views with 10-12 patients and 10-12 next of kin who
have participated in ACP. Through these interviews, we
will get in-depth data relevant to all the secondary objec-
tives, and in particular 3, 4 and 5: Barriers to, facilitators
for and experiences with implementing ACP, including
moral dilemmas and conflicting interests related to ACP,
and benefits and disadvantages related to ACP and the
implementation support. For patients and next of kin, we
will also explore experiences with information, involve-
ment in decision making and satisfaction with the health
services, for health care personnel we will also explore
attitudes, confidence and competence in giving informa-
tion to and in the involvement of patients and their close
relatives when the patient is approaching the end of life.
The qualitative data will also be used in the responsive
evaluation process, together with input and notes from
network meetings with the local coordinators, trainers,
and managers in the intervention units when they share
their experiences on the same main topics explored in the
interviews. We expect that implementing ACP involves
multiple and complex barriers (e.g. prioritisations, the
risk of over- and under treatment, differences in stake-
holder perspectives and beliefs, who should decide what).
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After identifying key barriers and facilitators, we will
include these findings in the training program and didac-
tic material (web-based and paper-based), and — together
with the stakeholders — we will develop and refine rel-
evant tools to handle barriers that may prevent ACP.
One example is a deliberation method, developed by the
researchers in this project, which can be used to better
handle dilemmas related to end-of-life care and shared
decision-making [62]. The training and tools developed
will be evaluated as an important part of the implementa-
tion intervention.

Qualitative evaluation of barriers and facilitators for ACP

in a broader context

The first qualitative sub-sub-study on barriers and
facilitators in a wider health care service context was
performed at baseline to inform the project and the
development of the implementation strategy. Informants
with special knowledge or experience with ACP or simi-
lar interventions were selected through a combination
of a purposeful and snowballing method. Of 40 health
care professionals and chief physicians in hospitals and
community services, three had practiced ACP. Policy
development, public and professional education, and
standardization of documentation were reported as key
factors to facilitate ACP and build trust across the health
care system [53].

The second qualitative sub-study of ACP in a broader
context is based on interviews conducted between May
2022 and June 2023, among stakeholders responsible for,
or who may give important input to ACP policymaking
and large-scale implementation of ACP at the munici-
pal, regional and national level. We conducted a total of
15 interviews with health politicians on a national level,
national health authorities, high-level leaders in both the
hospital and municipal health care system, professional
associations, user- and interest organizations, as well as
leaders of health care educations. Relevant topics may
be formal factors such as policy formulation, regulatory
frameworks, financial arrangements, health educations,
or other overarching structural incentives and barriers,
and informal factors such as power relationships, con-
flicts of interest, knowledge traditions, norms, and val-
ues, coordination and collaboration across health care
services, and barriers and facilitators within the various
health care services at the organizational or clinical level.

Qualitative data analysis

For all the qualitative sub-studies we use semi-struc-
tured interview guides adapted to each stakeholder
group. All interviews will be recorded and transcribed
verbatim. The main analytic strategy will be a thematic
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analysis inspired by Braun and Clarke [63, 64], using the
topics and questions in the interview guide as a starting
point for the analyses, as well as relevant theories from
implementation and social science, ethics, and relevant
policies.

Health economics

The economics analysis includes estimation of healthcare
utilization, costs and cost-effectiveness of ACP and the
implementation support in geriatric hospital units com-
pared to standard of care. We will identify the resource
use and costs related to implementing and conducting
ACP in clinical practice, and we will estimate patient’s
healthcare utilization and costs in order to identify differ-
ences in pathways as a result of implementation of ACP.
Higher costs after implementation may indicate underu-
tilization and lower costs may indicate overutilization
of healthcare without ACP. The information on health-
care utilization will be collected from national registries
covering both pharmaceuticals and primary, secondary,
home based and institutional based care.

Resource use and healthcare utilization will be summa-
rized over 18 months prior to inclusion in the trial and
18 months after. Total costs will be calculated, and we
will use regression analysis to estimate the effect of ACP
on total costs, also adjusting for individual character-
istics, such as age, gender, comorbidity, living situation,
social network, marital status and education measured
at inclusion. We will also estimate the cost-effectiveness
of implementation of ACP compared to standard of care.
The costs will include intervention costs of ACP and the
cost of the hospital stay. Differences in costs will be com-
pared to the primary outcomes (measured as percent-
age point difference in quality of communication and
decision-making for patients and for next of kin, con-
gruence (attending clinicians) and fidelity (implemen-
tation outcome) and selected secondary outcomes. We
will use the incremental cost-effectiveness ratio, defined
as differences in costs between implementation of ACP
compared to standard of care divided by percentage dif-
ference in primary (selected secondary) outcomes (ACP
and standard of care). Uncertainty will be estimated by
bootstrap methods and displayed in a cost-effectiveness
plane.

Reporting

The project will be evaluated comprehensively, and the
sub-studies described below will be published in inter-
national scientific journals. We will also work to incor-
porate important knowledge and experience with ACP
gained through the project to the curriculums for health
care personnel and relevant national guidelines.
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Data management and monitoring

The University of Oslo has signed contracts on shared
responsibility for data processing with each participat-
ing Health Trust, which details the responsibilities for
data collection and storage in accordance with Norwe-
gian legislation and the General Data Protection Regu-
lation. Since the Norwegian ACP trial is a minimal risk
trial, we do not have a data monitoring committee. Pro-
ject members will monitor the recruitment process and
participate and monitor the data collection and have
signed a similar contract to ensure conformity with
the trial’s ethical and methodological standards. Data
will be stored in a secure database, developed by the
University of Oslo to collect, store and analyze sensi-
tive research data in a secure environment “Services for
sensitive data” (TSD). Only project members (research-
ers and scientific assistants) have access to the secure
project area.

For the digital questionnaires, the respondents will
fill out the questionnaire in the electronic “nettskjema”-
application by UiO, which encrypts and stores the
answers directly in TSD. Patients will in addition have
the option to fill in questionnaires on paper. The par-
ticipating institutions will collect consent and data from
patients and next of kin in their respective institutions
and be responsible for data management until delivered
personally to a member of the project group for import
to TSD. Paper questionnaires and consent forms will be
stored in locked cupboards, whereas code lists with per-
sonal information will be safely stored digitally in secure
databases in the Hospital Trusts. All participating institu-
tions have appointed a research coordinator responsible
for data collection and safe storage at each site.

Individual interviews and focus groups will be audio
recorded with digital recorders and transferred to TSD
via UiO-computers the same day; or with a secure
voice recorder app developed for phones by UiO, which
encrypts and transfers the interview directly in TSD.

Research ethics

The study was approved by Norwegian Agency for
Shared Services in Education and Research (SIKT) with
registration number 805491 and by local data protection
officers at each trial site. Important protocol modifica-
tions will be reported to SIKT and communicated to the
participating units, and the trial registry at clinicaltri-
als.gov will also be updated. The project will follow the
Norwegian personal data legislation and regulation, the
Norwegian Health Research Act, the guiding principle of
the Declaration of Helsinki [65], as well as ethical stand-
ards as described by The National Committee for Medi-
cal and Health Research Ethics (NEM) and Committees
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for Medical Research Ethics (REK), e.g., about informed
consent, privacy, and subject withdrawal.

Hospitalized patients and their next-of-kin can be con-
sidered a particularly vulnerable group. Special atten-
tion will be paid to assessment of capacity to consent
and will only include participants with capacity to decide
to participate in research. Thorough oral and written
information will be provided, and written consent will
be obtained from all participants. The participants can
withdraw from the study at any time without giving any
reason. Neither participation nor non-participation in
the research will have any consequences for patient treat-
ment, including to be invited to ACP.

Discussion

This project is a contribution to a shift in the health ser-
vices towards including a holistic patient perspective and
to ensure patient-centered care in the management and
treatment of older adults approaching the end-of-life.
This will be the first trial to develop and test an interven-
tion to improve the implementation of ACP for acutely ill
and frail older adults in geriatric hospital wards in Nor-
way. This complex multicenter project is both an imple-
mentation and an intervention study, which requires a
mixed methods approach and measurement of outcomes
on multiple levels [26, 27]. The pragmatic cluster rand-
omized design allows comparing outcomes between
intervention and control arm on implementation- and
service level, by measuring fidelity scores, as well as
patient and relative level, by questionnaires, patient
record data and health registers.

The ACP interventions in the intervention arm will
be compared to treatment as usual in the control arm.
Although the control clusters in theory may implement
ACP during the project period, we consider this unlikely,
due to the lack of incentives and the complexity of the
intervention. What we do know, however, is that ele-
ments of ACP are used in communication with patients
and their relatives in geriatric units already, although not
systematically. Improving routines and quality of exist-
ing communication may not result in large differences in
outcomes for patient- and next of kin in the intervention-
and control arms. To prevent contamination between the
control and intervention groups, we randomize partici-
pants at a cluster level, each cluster representing hospital
units with distinct catchment areas.

There is a need for rigorous methods for defining and
monitoring quality of implementation of evidence based
practices (EBPs) [58]. This is of particular relevance for
ACP and other practices where the implementation is
low [6, 9, 15, 23, 30, 66, 67]. Fidelity of implementation
is mostly not reported in ACP studies. There is also cur-
rently an absence of benchmarks or minimum standards
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for implementing ACP against which a comparison can
be made [17].

We have developed the first validated ACP fidelity
measure to improve both ACP research and implemen-
tation, with subscales that assess the implementation
level, penetration rate and the content and quality of the
ACP. This trial is thus a contribution to how ACP can be
defined and assessed comprehensively as an EBP. It also
incorporates a standard on how to implement ACP for
all stakeholders. Hence this is also a contribution to a
unified approach which is lacking in the field of research
(30, 67].

The project has a strong focus on sustainability and fea-
sibility, such as assisting the clinical units to incorporate
selected implementation interventions into their rou-
tines, procedures and day-to-day practice. We emphasize
a whole ward approach, as the focus on education and
staff competence is suggested as important for a sus-
tainable ACP intervention that lasts beyond the active
implementation phase of a research project [68, 69]. We
have already found that the lack of time and misconcep-
tions about ACP are main barriers to ACP at the clinical
level. Providing practical training for health profession-
als, particularly regarding how to start ACP, are impor-
tant facilitators [53]. At institutional level, standardizing
how to document and communicate ACP across levels
were reported as the most important facilitators, and will
therefore be among the implementation strategies where
the project will strive to develop sustainable solutions.

ACP outcomes are influenced by the systems’ com-
plexity, and evaluations need to consider the context. A
major strength of this project is that the project design
emphasizes strong stakeholder involvement before, dur-
ing and after the project. The health care personnel, the
frail older adults, their next of kin, the services and health
administrators, and the policymakers will play an impor-
tant role in the development of effective implementa-
tion strategies and optimizing the implementation and
clinical interventions, e.g. as experts by experience in
the local training and as stakeholder/co-researchers and
informants. Together with the formative evaluation we
will use qualitative method alongside the CRCT, as stud-
ies involving both CRCTs and qualitative research can
give insights that is useful for understanding variation in
outcomes, the mechanism by which interventions have
an impact, and identifying solutions [70]. The value of
qualitative research alongside a CRCT and of formative
evaluation may contribute to optimizing the intervention
and may improve the implementation. Additionally, the
data will provide information and can be used to explore
the feasibility, acceptability and implementation of the
intervention to help understand how it was, or why it was
not effective [71].
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There is little or no research assessing whether the
content from the ACP follows the patient and is used
when the patient is transferred to another level of
health care. Further, there is more limited research on
ACP in primary care. This is a paradox, since family
physicians have a central role for all patients in provid-
ing, coordinating, referring and planning of health care
services, and could have the opportunity to initiate or
follow up ACP [72]. A family physician who knows the
patient well can play an important role in ensuring the
intended consequences of ACP for the frail older adults
and their close relatives. It is a limitation of this trial
that we implement ACP in hospital wards, without an
active focus through the research or implementation
strategies on collaboration between health care levels
or on follow-up of the conversations in the primary
health care. The rationale behind selecting geriatric
wards was mainly that Norwegian hospitals and Nor-
wegian general practitioners by large are unfamiliarised
with ACP, and we regarded the culture in the geriatric
milieu as a natural starting point. Hopefully, further
research and implementation will result in ACP at all
levels, including the collaboration between levels.

The project outcomes, when interpreted in context,
may be valuable across nations with both similar and
diverse welfare services and health laws, e.g. to improve
the implementation of evidence-based knowledge and
ACP for frail older adults. Our approach fills an evi-
dence gap critical to health service planners, and the
lesson learnt from this project can enable recommenda-
tion for future services. The qualitative study of barriers
and facilitators for ACP at the Organizational- and Sys-
tem level and the health economic analysis are contri-
butions to lift the implementation of ACP to a broader
societal and public health perspective. Our project may
provide valuable knowledge to the fields of ACP, geriat-
rics, shared decision-making in frail older adults, health
service research and implementation science. Further-
more, the project will illuminate critically and informa-
tively the different stakeholder’s needs and difficulties
with ACP.
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