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ABSTRACT 

Objectives: Although general practice is an ideal setting for ensuring timely initiation of advance care 

planning (ACP) in people with chronic life-limiting illness, evidence on the effectiveness of ACP in 

general practice and how it can be implemented is lacking. This study aims to evaluate feasibility and 

acceptability of study procedures and intervention components of an intervention to facilitate the 

initiation of ACP in general practice for people with chronic life-limiting illness. 

Methods: Pilot cluster-randomized controlled trial testing a complex ACP intervention in general 

practice versus usual care (ClinicalTrials.gov: NCT02775032). We used a mixed methods approach 

using detailed documentation of the recruitment process, questionnaires, and semi-structured 

interviews. 

Results: A total of 25 GPs and 38 patients were enrolled in the study. The intervention was acceptable 

to GPs and patients, with GPs valuing the interactive training and patients finding ACP conversations 

useful. However, we found a number of challenges regarding feasibility of recruitment procedures, 

such GP as recruitment proceeding more slowly than anticipated as well as difficulty applying the 

inclusion criteria for patients. Some GPs found initiating ACP conversations difficult. The content of the 

patient booklet was determined to potentially be too complex for patients with a lower health literacy. 

Conclusion: Although the intervention was well-accepted by GPs and patients, we identified critical 

points for improvement with regard to the study procedures as well as potential improvements of the 

intervention components. When these points are addressed, the intervention can proceed to a large-

scale, Phase-III trial to test its effectiveness. 

 

Key words: Communication, Advance Care Planning, General Practice, Clinical Trial, Phase II, 

Randomized Controlled Trial 
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INTRODUCTION 

Advance care planning (ACP) is a process of communication that supports adults at any age or stage of 

health in reflecting upon and sharing personal values and preferences regarding future end-of-life 

care.(1) The goal of ACP is to make individuals’ wishes known to informal and formal caregivers to help 

ensure that people receive care that is consistent with their preferences; including at times when they 

lose decisional capacity. GPs are well-placed to engage with their patients in ACP.(2) However, 

interventions aiming to facilitate ACP have mainly been developed for and implemented in nursing 

homes or hospital settings.(3) 

We performed a pilot trial with the primary aim to assess feasibility and acceptability of the study 

procedures and intervention components of an intervention to facilitate the initiation of ACP in general 

practice for people with a chronic life-limiting illness (4).  

 

METHODS 

Study design 

Pilot cluster-RCT (ClinicalTrials.gov: NCT02775032) with individual GPs as unit of randomization to 

avoid risk of contamination within their practice. We aimed to include 30 GPs from Flanders, Belgium 

randomized to either the intervention or control group by an independent statistician.  

Participants and recruitment 

Patients were recruited by participating GPs. Patients were invited to participate if they 1) were 18 

years of age or older, 2) the GP would not be surprised if the patient died within the next 12 months 

(surprise question(5)), 3) were judged mentally competent by their GP, 4) could speak Dutch, and 5) 

were not participating in other studies evaluating palliative care services or communication strategies. 

Participating GPs were asked to recruit three eligible patients by inviting them for the study during a 

consultation. The research team further informed eligible patients via telephone. If patients agreed to 

participate, a home visit was scheduled by a research assistant, where patients were asked to provide 

written informed consent. 

Intervention versus care as usual 

The intervention consists of 1) a training for GPs, 2) an educational booklet about ACP for patients, 3) 

patient-centered ACP discussions with the help of a conversation guide for GPs, and 4) a structured 
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template for documenting the outcomes of the ACP discussions, and is described in detail elsewhere.(4) 

Patients in the control group received care as usual, which could include spontaneous ACP 

conversations.  

Data collection 

We assessed feasibility of the intervention using detailed documentation of the recruitment process 

and drop-out of participants; by monitoring the response rates of GP and patient questionnaires; and 

through semi-structured interviews with intervention group GPs and patients after completion of the 

intervention using a self-developed topic guide. Acceptability of the intervention was assessed using 

semi-structured interviews with intervention GPs and patients.  

All participants were asked about socio-demographic status. Preliminary data were collected on GPs’ 

self-confidence, knowledge, and attitudes with regard to ACP(6). Patients reported on quality of life 

(MQOL(7)), anxiety (GAD-7(8)), depression (PHQ-9(9)), and quality of communication(10). Outcome 

measures were assessed at baseline (T0) and 3 months after inclusion in the study (T1). Preliminary 

effectiveness of the intervention will be reported elsewhere. 

Data analyses 

Descriptive statistics were used to summarize GP and patient characteristics. Interviews were 

audiotaped and transcribed verbatim. The anonymized interviews were analyzed both by deduction 

(using the intervention components as a framework) and induction (thematic content analysis using 

codes on the basis of the underlying structure of the interview) by SD and ADV. The research team met 

on several occasions to discuss the obtained qualitative and quantitative results. 

 

RESULTS 

Feasibility and acceptability of the study procedures 

Recruitment  

A total of 32 GPs agreed to participate in the study, of which 14 were randomized to the control group 

and 18 to the intervention group. GPs from the same group practice were randomized in their entirety. 

The 25 GPs who were eventually enrolled in the study identified 45 eligible patients, of which 38 

patients were enrolled (15 patients in control and 23 patients in intervention group).  
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As recruitment of GPs proceeded more slowly than expected, the recruitment period was extended 

with 2 months. During the interviews with GPs from the intervention group, a number of reasons were 

mentioned for recruiting insufficient or no patients . Some patients refused to participate because they 

did not see any benefit in discussing ACP. Some GPs indicated that they did not introduce the study to 

certain eligible patients because they thought these patients would not understand the study 

procedures or the concept of ACP, or because participating would be too burdensome.  

Description of the study sample 

Participating GPs were mostly female, had an average experience of 13 years in general practice, and 

were mostly part of a group practice (83,3%)(Supplementary table 1). Experience with ACP in the 

previous 6 months did not differ significantly between groups. Patients who were included were mostly 

female (68,4%), were on average 78 years old, and were mostly diagnosed with cardiovascular disease 

(40,5%)  

GP and patient questionnaires 

Response rate for the GP questionnaire was 96% at T0 and 60% at T1. For patients, 100% of outcome 

data was collected at T0 because the questionnaire was filled in together with a research assistant. At 

T1, 69,6% in the intervention group and 73,3% in the control group returned the questionnaire by mail.  

Feasibility and acceptability of the intervention components 

GPs from the intervention group assessed the training positively both in terms of content and time 

investment. The practical nature of the training, such as strengthening their communication skills 

through role play, was considered the most valuable element.  

GPs generally regarded the booklet as a useful tool for pre-structuring the ACP discussions. However, 

a few GPs indicated that the booklet was difficult in use for elderly patients, which some patients also 

confirmed. 

Facilitating factors for initiating ACP conversations reported during the interviews included patients 

already thinking about their preferences in advance due to the booklet or taking initiative themselves 

to discuss ACP, and using quality of life as an approach to initiate ACP rather than focusing on the end 

of life. Some GPs considered the conversations as more challenging. For example, they indicated that 

it was too complex for some patients to understand ACP. Interviews with patients revealed that most 

patients experienced the discussions as useful. Some specifically mentioned feeling reassured that 

their GP was aware of their wishes and preferences. More details about the ACP discussions can be 

found in Table 1. 
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Table 1. Number, duration and documentation of ACP discussions and presence of others during 
ACP discussions as reported by interviewed GPs from the intervention group (n=10) 
 Patients (N=18a) 
 N % 
Number of ACP discussions   
  1 8 47,1 
  2 6 35,3 
  3 3 17,6 
Total duration of ACP discussion(s)   
  30 minutes or less 6 37,5 
  30-60 minutes 9 56,2 
  More than 1 hour 1 6,3 
Documentation of ACP discussion(s)b   
  Medical file 15 100 
  Care home file 2 13,3 
  Intervention template 2 13,3 
  Advance directive to refuse treatment 6 40,0 
Others present during ACP discussion(s)c    
  Partner 6 35,3 
  Child(ren) 3 17,6 
  No others present 10 58,8 
Missings: Number of ACP discussions: n=1, Total duration of ACP discussion(s): n=2, Documentation 
of ACP discussions: n=3, Others present during ACP discussion(s): n=1 
a The 10 interviewed GPs included in total 19 patients. For one patient, the ACP discussion(s) had 
not yet occurred when the interview took place. 
b Multiple answers possible, therefore percentages may not lead op to 100%. Information is missing 
for 3 patients. 
c Multiple answers possible, therefore percentages may not lead op to 100%. 

 

Several GPs found documenting the ACP discussions challenging because their patient electronic 

health record lacked the possibility to integrate the provided study template. 

 

DISCUSSION 

This pilot study examined the feasibility and acceptability of an intervention to facilitate the initiation 

of ACP between general practitioners and patients with a chronic life-limiting illness. The results show 

that adaptations to the training for GPs and the patient booklet are warranted, and new strategies to 

facilitate the recruitment of GPs and patients should be foreseen. 

Interpretation of the results and implications for a future Phase III trial  

A perceived lack of time to undertake ACP or to be involved in a study might have prevented GPs from 

participating.(11) For future studies, we believe that this challenge might be addressed by offering 
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financial reimbursement for participation and by reimbursing the consultation fee, together with 

offering accreditation points towards GPs’ continuous medical education for participation in the 

training.  

Only 1/3 of the targeted number of patients were included. This might indicate that GPs need extra 

training in using the surprise question(5) to identify eligible patients. We know that on average 6 to 7 

patients per GP practice die each year in Belgium, of which 4 to 5 deaths are labelled as “non-

sudden.”(12) More specific inclusion criteria including clinical indicators, in addition to facilitation in 

identifying eligible patients by a research assistant, may be warranted. Moreover, our results show 

that for some GPs certain challenges to initiating or discussing ACP still persisted after the training. 

Follow-up by the trainer during the study period may also be necessary to continuously support GPs.  

Some adjustments to the patient booklet should also be considered to explain the concept of ACP in a 

more accessible way. In general, patients of advanced age were enrolled in this study, of whom many 

have a relatively low level of education in Belgium.(13) Previous research has shown that ACP 

documents redesigned to better meet adults’ levels of literacy are rated as more acceptable, 

particularly to patients with limited literacy.(14,15)  

Limitations of the study 

Firstly, participating GPs were responsible for recruiting patients, which may have posed a selection 

bias towards including patients with whom they feel comfortable discussing ACP. However, this 

decision was made to preserve the existing GP-patient relationship and was based on extensive 

deliberation by the research team, including a GP. Secondly, only patients and GPs from the 

intervention group were interviewed post-intervention, which may have biased the results towards a 

higher degree of acceptability of the intervention. 

 

CONCLUSION 

Although this ACP intervention was well-accepted to GPs and patients, this study identified some 

critical points for improvement regarding the trial procedures and intervention components, before 

testing the effectiveness of this intervention in a Phase III trial.  
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