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ABSTRACT
Objective The peRson- cEntred Support Programme 
EndoCrine Therapy intervention is a complex intervention 
encompassing a person- centred support programme for 
patients with breast cancer being treated with endocrine 
therapy (ET). The aim of this study was to explore the 
feasibility of the trial design and patient acceptability of the 
intervention and outcome measures and to provide data 
to estimate the parameters required to design the final 
intervention.
Design A controlled before- and- after design following the 
Consolidated Standards of Reporting Trials 2010 statement 
for feasibility trials.
Setting A surgical outpatient clinic in Sweden.
Participants Forty- one patients (aged 47–85) with breast 
cancer who were treated with ET.
Interventions Eligible patients were assigned to the 
control group or intervention group, which included 
individual education material, an individualised learning 
plan and a personalised reminder letter using a person- 
centred approach. The intervention could be delivered as 
a telephone or digital follow- up during a 12- week follow- 
up.
Outcome measures The aims were to determine the 
recruitment rate, assess the rate of retention, explore 
whether the intervention was delivered according to the 
protocol, assess the preferred form of educational support, 
rate of education sessions, length per education session 
and length between each education session, determine the 
distribution of education materials and assess completion 
rates of patient- reported instruments, including the 
General Self- efficacy Scale, the Quality of Care from the 
Patient’s Perspective Questionnaire and the Memorial 
Symptom Assessment Scale.
Results Eighty- six per cent of the patients in the 
intervention group completed the intervention and 
questionnaires 3 months after their inclusion. The call 
attendance was 90%. During the intervention, the contact 
nurse complied with the intervention protocol. For 
self- efficacy, symptoms and quality of care, there were 
no differences in effect size between the control and 
intervention groups.
Conclusions This intervention seems to be feasible and 
acceptable among patients.

BACKGROUND
For women diagnosed with hormone 
receptor- positive breast cancer, endocrine 
therapy (ET), that is, the use of tamoxifen or 
aromatase inhibitors, is recommended for at 
least 5 years to reduce recurrence and rates 
of mortality.1 A previous study reported that 
up to 91% of patients experience side effects 
from ET,2 such as sleeping difficulties, hot 
flashes3 4 and musculoskeletal symptoms.5 
Difficulties in managing these side effects 
have been reported to be obstacles to staying 
in treatment.6 Other challenges that have 
been identified include older age,7 medicine 
costs or a general dislike of taking a regular 
medicine.8 As ET is a long- lasting treatment, 
women may request support in managing 
challenges.9 To manage challenges with ET, 
a partnership with healthcare professionals 
could be appropriate, as a previous study10 
identified that women with ET want to be 
able to manage their treatment but need 
guidance to do so.

STRENGTHS AND LIMITATIONS OF THIS STUDY
 ⇒ This is the first study to investigate the feasibility 
of a person- centred support model for patients with 
breast cancer treated with endocrine therapy.

 ⇒ This study uses the Consolidated Standards of 
Reporting Trials 2010 statement for feasibility trials.

 ⇒ This study reports the recruitment rate, assesses the 
rate of retention, explores whether the intervention 
was delivered according to the protocol, assesses 
the preferred form of educational support, rate of 
education sessions, length per education session 
and length between each education session, de-
termines the distribution of education materials 
and assesses completion rates of patient- reported 
instruments.

 ⇒ Due to the COVID- 19 pandemic, face- to- face ses-
sions were restricted.
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Regarding the management of ET- related symptoms, 
previous studies have investigated the effect of symptom 
management interventions for patients prescribed ET.11–13 
A study identified management needs for ET symptoms, 
emotional needs and needs for information acquisition 
and found that patients’ relationship with healthcare 
providers was important.12 A combination of informa-
tion with cognitive–behavioural therapy to manage the 
side effects of tamoxifen showed successful results for 
the development of management skills among patients 
who were unable to stay in treatment.11 Furthermore, 
training intervention with a physiotherapist or personal 
trainer followed by adapted training at home could be 
effective. However, a problem with this intervention was 
programme adherence, as patients reported difficulty 
meeting the training goal in frequency and intensity due 
to other demands in life14 Additionally, training has not 
been found to have an effect on musculoskeletal symp-
toms in patients treated with Aromatase inhibitors (AIs).15 
Managing a disease and its additional challenges requires 
self- care knowledge and skills gained from a partnership 
with healthcare professionals.16 Self- care involves the 
ability to both care for oneself and to achieve, promote 
and maintain optimal health.17 A common feature of self- 
care and person- centred care (PCC) is the ability to view 
humans as the agent and the subject of action.18 19 To 
include aspects of treatment important to the individual 
patient, such as different side effects, healthcare struc-
tures, fear of side effects and lack of management skills 
and for support, a person- centred support programme 
was developed.10 As self- care requires knowledge and 
skills,16 PCC could be appropriate for use in a support 
programme. Self- care requisites are described as all 
elements that individuals need at all stages in life to care 
for themselves, that is, air, food and water; self- care requi-
sites also depend on how individuals react to illness.16 
PCC can be a preferable way of identifying those requi-
sites, as they can be identified in the narratives and used 
in the patient–healthcare provider partnership.19 Patients 
are often motivated to engage in self- care, as they have 
personal interest in acquiring requisite knowledge and 
skills for performing self- care operations to reach their 
intended health goals.16 It has been shown that when self- 
care capabilities increase,20 self- efficacy and adherence 
to ET also increase.21 22 Self- efficacy constitutes the self- 
image of the person and affects how people experience 
and behave in specific situations.23 Previous studies using 
PCC have improved patients’ self- efficacy.24–26

It is important for patients to not only identify accu-
rate information but also assess and integrate the infor-
mation to gain increased knowledge, self- efficacy and 
self- care skills.10 Moreover, in addition to the emotional 
needs identified by Kim et al,12 it is important to assess the 
amount of needed information and to explore patients’ 
understanding of diagnosis and treatment.27 For written 
health education materials to be effective, the patient 
must be able to apply the new information to her own 
life. This can be achieved by providing understandable 

examples and presenting the information, so the patient 
sees its relevance to her situation,28 as the ultimate reason 
for educating patients is to improve health.29

In Sweden, all patients are allocated a contact nurse 
when diagnosed with breast cancer. The contact nurse 
functions as the main point of contact during the 
patient’s cancer treatments to reduce fragmented care 
and to strengthen patient involvement in care.30 It has 
been suggested that contact nurses have a positive impact 
on care. Contact nurses aim to improve communication 
between patients and their healthcare professionals, as 
well as improve the care process.31 However, it has been 
reported that other factors seem to decrease contact 
nurses’ ability to provide the care they are meant to. 
Named reasons are challenges regarding the lack of infor-
mation to patients and lack of supportive care resources. 
Although the patients had a contact nurse, the patients 
reported how they lacked the possibility to influence deci-
sions about their care.32

A previous study developed a person- centred support 
programme in collaboration among patients, healthcare 
professionals, researchers and managers with ET experi-
ence10 that needed to be tested in a feasibility study using 
the Template for Intervention Description and Replica-
tion (TIDieR) checklist33 and the Consolidated Stan-
dards of Reporting Trials (CONSORT) 2010 statement.34 
Previous studies have used feasibility studies prior to 
conducting a study in a larger setting.9 35 The intervention 
was developed to encourage patients to be more actively 
involved in their care and well- being as partners with 
their contact nurse.10 It has been stated that an interven-
tion could be considered complex due to the behaviours 
required by those delivering the intervention,36 that is, a 
contact nurse. The complexity is caused by the context in 
which the intervention is to be implemented rather than 
the number of parts of the intervention.37 It has been 
reported that complex interventions require engage-
ments with the care context stakeholders, that is, patients 
and contact nurses, to be able to identify if the interven-
tion could be acceptable, operable, cost- effective, possible 
to scale up and transferable across contexts. The devel-
opment phases were identified, including developing or 
using an existing complex intervention, feasibility, evalu-
ation and implementation.38

Aim
In this feasibility trial, the aim was to explore the feasi-
bility of the study design and the patient acceptability 
of the peRson- cEntred Support Programme EndoCrine 
Therapy intervention and outcome measures and to 
provide data to estimate the parameters required to 
design the final intervention.

METHODS
Study design
This was a feasibility trial using a controlled before- 
and- after design39 to investigate the feasibility of the 
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intervention, a person- centred support programme 
aimed at empowering patients prescribed ET to manage 
ET- related symptoms and problems. Allocation was based 
on inclusion time and not on patient preferences.

Patient and public involvement
Patients and healthcare professionals were involved in the 
design and development of the person- centred support 
programme.10 However, there was no patient involve-
ment in the evaluation of the person- centred support 
programme presented in this study.

Participants
Between September 2020 and June 2021, 66 potential 
female patients from 1 outpatient clinic at 1 university 
hospital in Sweden were identified as eligible for inclu-
sion when starting ET. Patients in the control group were 
included from September 2020 to December 2021, while 
patients in the intervention group were included from 
December 2021 to March 2021. The inclusion criteria 
were women>18 years of age who had been diagnosed 
with breast cancer and treated with ET after surgery. 
Patients receiving adjuvant chemotherapy were excluded 
as the study aimed to investigate an intervention targeting 
patients treated with ET. All patients were contacted by a 
contact nurse and were invited by telephone to partici-
pate in the study approximately 3 weeks after their surgery 
when prescribed ET (table 1). In the online supplemental 
files 1 and 2, the CONSORT flow diagrams for the usual 
care (UC) group and person- centred support programme 
group are available.

All patients were given verbal and written information 
about the study, and after agreeing to have an informed 
consent form sent to them by mail, they all provided 
written informed consent. If the patient agreed to partic-
ipate, she sent the informed consent form back using a 
prepaid envelope.

Control group
UC involves patients being allocated a contact nurse 
(an experienced undergraduate nurse or postgraduate 
nurse in surgical care), as the Swedish Patient Act40 gives 
patients a statutory right to permanent contact with a 
healthcare professional. Internationally, the role is called 
clinical nurse specialist41 and is identified as a valuable 
resource in cancer care.42

Patients can contact the contact nurse all weekdays by 
telephone or by using a nationwide digital tool,  1177. se.43 
All patients receive written information as a brochure 
or a digital ‘My care and rehabilitation plan’ when diag-
nosed with breast cancer. Support in UC aims to give 
patients information about their state of health, available 
methods for examinations, care and treatments, as well as 
information about at which time point she can expect to 
receive care and permanent contact with the healthcare 
provider. The contact nurse writes down the information 
that is available before surgery, such as tumour character-
istics and surgery preparations. The patient can also write 

down questions to bring to upcoming appointments. UC 
is based on patients’ initiative to make contact.

Intervention group
The intervention was provided in a surgical outpatient 
clinic in western Sweden from December 2020 to June 
2021. The goal of the intervention was to empower 
patients prescribed ET to manage ET- related symptoms 
and problems. In addition to UC, a 12- week intervention 
was offered to the participants in the intervention group 
as described in a previous study.10 Figure 1 shows the care 
and measurement chain for the control and intervention 
groups.

Step 1: individual education material
Using a PCC approach,19 the contact nurse listened to 
patients’ narratives regarding their individual needs 
for knowledge and understanding, resources, goals and 
needs for support from the contact nurse. The timing of 
the supply of individual educational materials depended 
on the individual patient’s needs, resources and goals 
during the 12- week intervention. Mutual trust was demon-
strated, and the relationship between the patient and her 
contact nurse was reinforced through the assessment of 

Table 1 Demographic and clinical characteristics of the 
participants in the control group (n=20) and intervention 
group (n=21) in the peRson- cEntred Support Programme 
EndoCrine Therapy project

Demographic characteristics
Control 
group, n=20

Intervention 
group, n=21

Median age, years (range) 65 (50–85) 66 (47–79)

Civil status, n (%)

  Married/cohabiting 12 (63%) 16 (76%)

  Single 8 (37%) 5 (23%)

Ancestral homeland, n (%)

  Sweden 16 (80%) 18 (86%)

  Scandinavian countries 1 (5%) 1 (5%)

  Europe 1 (5%) 2 (10%)

  Outside Europe 1 (5%) 0 (0%)

Education, n (%)

  University 9 (45%) 10 (48%)

  High school 8 (40%) 8 (38%)

  Elementary school 3 (15%) 3 (14%)

Radiation therapy, n (%) 16 (80%) 21 (100%)

Tumour size, median mm (range) 14 (4–45) 12 (1–19)

Breast surgery

  Mastectomy 4 (20%) 2 (10%)

  Partial mastectomy 15 (75%) 19 (90%)

  Axillary lymph node dissection 1 (0.5%) 0 (0%)

Tamoxifen, n (%) 9 (45%) 9 (43%)

Aromatase inhibitor, n (%) 11 (55%) 12 (57)

https://dx.doi.org/10.1136/bmjopen-2022-060946
https://dx.doi.org/10.1136/bmjopen-2022-060946
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the commonly agreed on individualised learning plan 
(ILP).44

Step 2: an individualised learning plan (ILP)
An ILP was established depending on the individual 
patient’s needs for knowledge and understanding about 
ET and considering the patient’s resources, goals and 
needs for education material and support from the 
contact nurse. In combination with the individual educa-
tional materials (step 1), a follow- up plan was made using 
telephone and/or digital follow- up. Physical follow- ups 
were minimised as the COVID- 19 pandemic was ongoing. 
The number of follow- up sessions and whether relatives 
were to be included during the 12- week intervention 
were agreed on between the patient and the contact 
nurse. Patients could also refuse all educational material 
and other materials and only use the contact nurse for 
support.

Step 3: a personalised reminder letter
The third part of the support programme was a person-
alised reminder letter after 3 months, including contact 
information and an invitation for patients to make 
contact if needed.

Education of the intervention nurse
The aim of the education was to increase the interven-
tion nurse’s knowledge and understanding of ET, its 
problems and symptom management using PCC. Micro-
teaching45 46 sessions and seminars were used; the micro-
teaching sessions were adapted to the specific needs 
of knowledge about ET, side effects,10 pedagogy47 and 
PCC,19 48 and the chosen approach was intended to help 
the contact nurse take responsibility for her own learning, 

that is, student- centred learning.49 Additionally, prac-
tical exercises were used, as the contact nurse was able 
to practice her knowledge and understanding in a care 
setting and reflect on it, and the intervention nurse’s curi-
osity was used as a motivator to gain knowledge.47 A full 
description of the education of the intervention nurse is 
reported in the online supplemental file 3.

Data collection
Data were collected from September 2020 to June 2021. 
Feasibility outcomes were collected during the whole 
study period by the intervention nurse and were docu-
mented directly after every session in a trial log to secure 
the data collection.50 The trial log contained a summary 
of the results of the feasibility criteria using Excel (Micro-
soft Excel, V.16.50).

The three questionnaires were distributed by mail 
to patients in the control group (between September 
2020 and December 2020) and the intervention group 
(December 2020 and March 2021). These three question-
naires were distributed at baseline, that is, at the start of 
the intervention and ET and 3 months after the start of 
the intervention.

The first questionnaire was the General Self- Efficacy 
(GSE), a 10- item (short form) psychometric scale that 
assesses optimistic self- beliefs to cope with a variety of 
demands in life. The GSE is a validated instrument that 
has been translated into Swedish51 and has previously 
been used with patients with breast cancer.52 The total 
score is the mean value of respondents’ answers to all 
items. High scores imply higher self- efficacy.

The second questionnaire was the Quality of Patient 
Perspective (QPP), a 45- item instrument that measures 

Figure 1 The care and measurement chain for the control and intervention groups. Both groups received the content in the 
blue area (usual care). ET, endocrine therapy.

https://dx.doi.org/10.1136/bmjopen-2022-060946
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satisfaction in four dimensions: medical- technical compe-
tence, physical–technical conditions, identity- oriented 
approach and sociocultural atmosphere.53 54 Moreover, 
to identify patients’ views of whether the healthcare was 
adapted to their needs rather than healthcare routines, 
three items (“I was given the possibility to tell the medical 
staff how I experienced my situation; I was given the 
opportunity to participate in the planning of my care/
treatment; I received the information I needed to be able 
to participate in decisions about my own care and treat-
ment”) that were previously used by the Swedish SOM 
Institute were added.55 To calculate the execution index, 
each question is scored in terms of actual experience and 
subjective importance, each on a 4- point Likert scale. The 
execution index score ranges from 1 to 7, where 1 is inad-
equate quality of care from the patient perspective and 7 
is good quality of care.56

The last questionnaire was the Memorial Symptom 
Assessment Scale (MSAS), a 32- question instrument 
for patients to rate their symptoms on a 5- point Likert 
scale.57 58 The instrument has been validated in Swedish 
patients with breast cancer58 and has previously been used 
with patients with breast cancer.52 The total MSAS Score 
is the average of the symptom scores for all 32 symptoms. 
Each symptom score is an average of the dimensions and 
includes the number of symptoms, how often patients 
experienced them, the severity of the symptoms and the 
cause of distress.

Feasibility outcomes
In this study, feasibility outcomes were defined as the 
primary outcome. Craig et al36 described several chal-
lenging variables that can affect an intervention’s results 
and conclusions. The feasibility classification (process, 
resources, scientific) and feasibility criteria reported by 
Thabane and Lancaster59 and Lancaster et al50 were used 
to collect feasibility data. Based on the recommendations 
for feasibility studies and an expected attrition rate of 
20%, the sample size was set to 20 participants in each 
group.60 To determine whether the chosen feasibility 
criteria were successful,59 criteria for success were stated 
according to the CONSORT 2010 statement.34

The intervention process was assessed with the feasibility 
criteria as follows:
1. Recruitment was studied to determine whether the pa-

tients were willing to participate in this study. It has 
been suggested that the loss of participants should be 
less than 15%.61 The criterion was determined to be 
successful if the percentage rates of recruitment were 
>70%.

2. Retention was studied to determine whether the pa-
tients were willing to remain for the entire study peri-
od, that is, 12 weeks. The criterion was determined to 
be successful if the percentage rates of retention were 
>70%.

3. Compliance with the intervention protocol was stud-
ied to determine if the patients were offered the three 
parts of the planned intervention, that is, education 

materials, learning plan and personalised letter. The 
criterion was determined to be successful if all three 
parts of the intervention were offered.

The resources used in the intervention were assessed with 
the feasibility criteria as follows:
4. The form of educational support was studied to de-

termine the preferred form of educational support 
during the intervention period, that is, 12 weeks. The 
criterion was determined to be successful if one of the 
three forms of educational support (face to face, tele-
phone and digital) were requested by the patients.

5. The number of educational sessions was studied to de-
termine how many educational opportunities the pa-
tient used during the intervention period, that is, 12 
weeks. The criterion was determined to be successful 
if no more than four education sessions were used by 
each patient.

6. The length per education session was studied to deter-
mine how much time the patient spent in each educa-
tion session. The criterion was determined to be suc-
cessful if <45 min was used per education session. The 
time was clocked by the intervention nurse.

7. The length between each education session was stud-
ied to determine how often women wanted to have ed-
ucation opportunities. The criterion was determined 
to be successful if there were no more than 4 weeks be-
tween each education session.

8. The distribution of education materials was studied 
to determine how much intervention materials the 
patients received during the study. The criterion was 
determined to be successful if the distribution of edu-
cation materials was >70%.

The scientific challenges of the intervention were assessed 
with the following feasibility criteria:
9. The completion rate of questionnaires was studied 

to determine if the patient was willing to answer the 
questionnaires, that is, at baseline and 12 weeks. The 
criterion was determined to be successful if the per-
centage rates of patient completion of questionnaires 
were >70% at baseline and 12 weeks.

10. The estimated treatment effect was studied to deter-
mine if the selected instruments were appropriate 
to measure patients’ self- efficacy, quality of care and 
symptoms. The criterion was determined to be suc-
cessful if there were any changes in the self- report 
measures between the first and second points of 
measurement.

Patients included in the study responded to the ques-
tionnaires and returned the questionnaires in a prepaid 
envelope.

Analysis
To analyse demographic variables, we used descriptive 
statistics (numbers, percentages, means, ranges). We 
calculated the percentage rates of recruitment, reten-
tion and completion of questionnaires. We calculated 
the number, median and range of educational sessions, 
distribution of education materials, length per education 
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session and length between each education session. As 
the study was a feasibility test, no hypothesis testing was 
applied,62 but p values were calculated and presented to 
evaluate their relevance in a forthcoming Randomized 
Controlled Trial (RCT). Descriptive statistical analyses 
and the Mann- Whitney U test were performed to iden-
tify the experience of symptoms, satisfaction with care 
and perceived self- efficacy. P values below 0.05 were 
considered statistically significant, and all analyses were 
performed with IBM SPSS Statistics V.27 (IBM SPSS 
Statistics for Macintosh, V.27.0).

RESULTS
Participant demographics
In the control group, the median age was 65 years, 80% of 
the participants were born in Sweden, 63% were cohab-
iting and 45% were prescribed tamoxifen. In the inter-
vention group, the median age was 66 years, 86% were 
born in Sweden, 76% were cohabiting and 43% were 
prescribed tamoxifen (table 1).

Feasibility classification and criteria
Feasibility outcomes are presented in line with the 
CONSORT 2010 statement as follows.

Recruitment
In the control group, 22 eligible patients were screened, 
and 20 were approached at the clinic, of whom 20 
consented to participate (100%). In the intervention 
group, 44 patients were screened, of whom 24 were 
approached and 21 consented to participate (88%) 
(table 1), and patients were enrolled from December 
2020 to April 2021. Of the three patients who did not 
consent to participate in the intervention group, two indi-
cated the number of questions in the questionnaires to 
be a reason for not participating. One patient gave no 
reason for not participating.

Retention
In the intervention group, 20 patients completed the 
questionnaire (95%). One patient dropped out from 
the intervention because the study reminded her about 
breast cancer surgery, which she was trying to forget.

Compliance with the intervention protocol
In the first session, the patients’ needs for knowledge and 
understanding, resources, goals and support from the 
contact nurse were identified in their narratives. Educa-
tion material was offered accordingly using a written 
agreement between the patient and contact nurse and 
documented in the ILP. Patients decided with the contact 
nurse whether they needed knowledge. If they needed 
knowledge, they stated when they wanted the education 
materials and which parts. Their need for knowledge 
ranged between having everything sent after the first 
session and having some of the education material sent 
at the end of the intervention. Patients could state that 
they did not want any education material at the start of 

the intervention but would reevaluate their needs during 
the 12 weeks of the intervention. However, since the 
ILP was sent home with the patients, any changes in the 
plan had to be documented by the patient herself. Two 
patients received the education materials sent to them 
but did not want to read it, just to have it if they wanted 
to read it later. Seven patients did not want the interven-
tion for the full 12- week period (33%) but stated that they 
would make contact if they needed further information 
during the intervention. One patient wanted her partner 
to be included. Two patients in the intervention group 
did not answer the telephone at the scheduled session, 
making the call attendance 90%. One patient resched-
uled a session for personal reasons. In total, 33% of the 
patients did not want follow- up sessions during the full 
12- week intervention. As 90% of the patients wanted 
all educational materials, 10% of the patients used only 
the contact nurse for support, and 100% of the patients 
received a personalised reminder letter (table 2).

Contact information and an invitation for patients 
(100%) to make contact if needed were sent after 12 
weeks in the personalised letter. None of the patients 
made contact after the 12- week intervention, as shown in 
table 2.

Resources
None of the patients wanted to have face- to- face sessions as 
educational support. In fact, several of the patients stated 
that it was important to not have to come for appoint-
ments at the hospital. Reasons for not wanting to come 
to the hospital were related to the COVID- 19 pandemic 
as well as to perceptions of appointments at the hospital 
being time- consuming. All patients but one preferred 
telephone sessions. If a patient had asked for a face- to- 
face follow- up session, this would have been managed 
accordingly, with arrangements made to ensure safety 
in the context of the COVID- 19 pandemic. Face- to- face 
meetings at the hospital with patients were not prohibited 
but restricted. However, no patient–contact nurse pairs 
participated in a face- to- face session; had they done so, 
both the patient and the contact nurse would have had to 
wear face masks, and the contact nurse would have also 
had to wear a plastic face shield to prevent transmission 
of the COVID- 19 virus.

Number of educational sessions
The number of educational sessions ranged between two 
and four sessions (table 2).

Length per education session
Telephone support sessions ranged between 5 and 
60 min, and digital support sessions ranged between 30 
and 45 min (table 2) and were clocked by the interven-
tion nurse.

Length between education sessions
The length between follow- up sessions ranged between 1 
and 6 weeks (table 2).
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Distribution of education materials
All patients (100%) wanted part 1 of the individual educa-
tion material. A further description of the distribution is 
shown in table 2.

Completion rate of questionnaires
In the control group, 95% completed the first question-
naires at baseline, as 1 patient questionnaire was lost in 
the mail. At 3 months, 95% of patients responded to their 
surveys. In the intervention group, 100% responded to the 
first questionnaires and 86% responded to the follow- up 
questionnaires after 3 months. At the first measurement 
point, two reminder messages were sent to three patients 
in the intervention group before one patient was recorded 
as a dropout. At the second measurement point, one 

reminder message was sent to six patients 3 weeks after 
the questionnaires were sent. A second reminder message 
was sent approximately 2 weeks later to five patients, and 
as two patients did not return their questionnaires, they 
were recorded as dropouts. Two patients in the interven-
tion group did not answer the telephone at the scheduled 
session, making the call attendance 90%. One patient 
rescheduled a session for personal reasons.

Estimated treatment effect
Differences between the control and intervention groups 
in perceived self- efficacy (0.5 and 0, p=0.731) and 
reported number of symptoms according to the MSAS (2 
and 1, p=0.724) after 3 months were observed (figure 2). 
Median differences at baseline and 3 months in the 
control group and intervention group are also reported 
in the online supplemental file 4.

Quality of care was measured using the QPP, and 
these results are shown in the online supplemental file 
5. Overall, the patients in the control group had higher 
quality of care index scores than patients in the interven-
tion group.

DISCUSSION
The results show that the intervention was feasible 
regarding the classification process and resources. 
However, it was less feasible regarding scientific chal-
lenges. The recruitment methods used seem to be accu-
rate and feasible for an RCT with the aim of empowering 
patients prescribed ET to manage ET- related symptoms 
and problems. As a before- and- after design was used, the 
risk of contamination between groups was minor, as the 
intervention nurse had minor clinical contact with the 
control group.

The most common problems reported by trial inves-
tigators were a lack of adherence to the trial protocol, 

Table 2 Resource needs for the intervention

The peRson- cEntred Support Programme EndoCrine 
Therapy

Distributed educational material

  Individual educational material, part 1, n 21

  Individual educational material, part 2, n 20

  Individual educational material, part 3, n 19

  Individual educational material, part 4, n 19

  Individual educational material

  Information about tamoxifen or aromatase 
inhibitors, n

20

  Additional educational material from patient 
needs:

  Complementary medicine, n 1

  Sleep advice, n 1

  Recommendations about internet sites:

  Sleep advice, n 2

Form of education and educational sessions per patient

  Face to face (n=0), median (range) 0 (–)

  Telephone (n=20), median (range) 3 (2–4)

  Digital (n=1), median (range) 1 (1)

Length (min) per session

  Telephone (n=20), median (range) 20 (5–60)

  Digital (n=1), median (range) 30 (30–45)

Length of time (weeks) between each session

  Telephone follow- up education sessions, 
weeks, median (range)

4 (1–6)

  Digital meeting follow- up sessions, weeks, 
median (range)

4 (–)

  Follow- up educational session

  Time from 1st session to 2nd session, weeks, 
median (range)

2 (1–8)

  Time from 2nd session to 3rd session, weeks, 
median (range)

4 (2–8)

  Time from 3rd session to 4th session, weeks, 
median (range)

4 (2–5)

Figure 2 Baseline and 3- month difference measures in 
the control and intervention groups for self- efficacy and 
reported symptoms. MSAS, Memorial Symptom Assessment 
Scale; no, number of symptoms; often, how often the patient 
had a symptom; severe, how severe the symptom usually 
experienced by the patient was; distress, how much the 
experienced symptom distressed or bothered the patient.

https://dx.doi.org/10.1136/bmjopen-2022-060946
https://dx.doi.org/10.1136/bmjopen-2022-060946
https://dx.doi.org/10.1136/bmjopen-2022-060946
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difficulties with recruitment, data collection and the 
intervention itself63; however, during the intervention, 
the contact nurse succeeded in adhering to the trial 
protocol. Moreover, a weakness in interventions has 
been reported to be a lack of a theoretical approach64; 
to address this challenge, the present study was founded 
on a theoretical model.10 Modelling was used to identify 
pitfalls and barriers.65 The contact nurse in the inter-
vention pretested the intervention protocol in clinical 
meetings with patients before launching the support 
programme. It is crucial for healthcare professionals to 
have deep insight into the theory and selected methods 
to increase patients’ required knowledge about ET since 
no one will adhere to a protocol if the protocol is of no 
significance.47 Moreover, a healthcare context is referred 
to as a complex adaptive system, as it contains a collec-
tion of individuals with the freedom to act in a way that 
is not always predictable and changes depending on the 
context. Moreover, a complex adaptive system has fuzzy 
boundaries, and healthcare professionals’ priorities 
depend on, for example, their private lives and things 
they would not sacrifice to follow a study protocol.66 These 
challenges need to be addressed, as the intervention is to 
be applied in a care setting.

Furthermore, as the follow- up is flexible and the patients 
decided, in a partnership with the contact nurse, how many 
educational sessions were needed, the patient’s individu-
ality and resources were a focus, and no patient needed to 
acquire education than necessary. This needed flexibility 
is another component making the intervention a complex 
intervention. Moreover, the COVID- 19 pandemic has 
increased the use of digital follow- up, which seems to 
be well liked among patients.67–69 Furthermore, face- to- 
face sessions were not prohibited during the interven-
tion but were restricted due to the COVID- 19 pandemic. 
If a patient would have asked for a face- to- face session, 
this would have been managed to not put the patient, 
fellow patients, or the contact nurse or other healthcare 
professionals in danger. However, we cannot specifically 
state that patients would prefer telephone sessions under 
other circumstances, but telephone follow- up seems to be 
suitable, as patients indicated physical appointments to 
be time- consuming. A previous study also used telephone 
follow- up to increase confidence in controlling illness 
in patients with chronic obstructive pulmonary disease 
with positive results in controlling symptoms (p=0.028),70 
and telephone follow- ups were found to be well liked 
among registered nurses.71 A previous study using PCC 
also allowed patients to decide the number of follow- up 
sessions.72 Thus, this approach could be a preferable way 
to administer the intervention and could also be more 
cost- effective, as patients do not need to attend more 
sessions than needed; however, it needs to be evaluated 
further. Furthermore, not all healthcare professionals 
have a PCC approach, which might affect the responses to 
the questionnaires and the interpretation of the results. 
To manage this, the whole care chain needs to structure 
its work according to PCC, as in a previous study.24

Moreover, the intervention protocol ranged over 12 
weeks, as this period has been identified as the most trou-
blesome for patients with ET,73 and a previous study identi-
fied that the start of the ET period could be preferable for 
an intervention.35 As 67% of the patients wanted educa-
tion during the full 12- week intervention, 12 weeks is indi-
cated to be a suitable length for a support programme 
in a future RCT. However, an optional follow- up session 
after 6 months, when the patients have more experience 
with ET, could be appropriate, but measures would need 
to be taken to help patients stay focused on ET when 
responding to the questionnaires. A later session could 
also be preferable for patients who do not want to be 
educated during the first months undergoing ET.35

To address scientific challenges, two measurement 
points were used, baseline and 3 months after being 
prescribed ET. In an RCT, additional measurement points 
could be added at 6 and 12 months. However, there were 
no differences in self- efficacy between the control and 
intervention groups; rather, both the control group and 
the intervention had high self- efficacy scores at baseline, 
indicating that the ceiling level was reached. Higher 
education implies higher self- efficacy74 (p=0.017).75 In 
the present study, 45% of the patients in the control 
group and 48% of the patients in the intervention group 
had university education, indicating that the GES may 
not be suitable as an instrument. General self- efficacy has 
been increased using PCC in a previous study in patients 
with acute coronary syndrome,72 indicating that patients 
with breast cancer could also benefit from PCC. This is of 
importance, as low self- efficacy has been identified as a 
predictor of terminating ET prematurely76 due to beliefs 
about its low influence on health or low satisfaction with 
involvement in healthcare.76

The study had some limitations. As the COVID- 19 
pandemic was ongoing, there were restrictions on 
the patients’ ability to have face- to- face sessions with 
the trial leader. However, several patients stated that 
they would participate only if there were no manda-
tory sessions at the hospital. The patients also had 
the possibility of having their sessions using a digital 
conference system. As the intervention contact nurse 
and the participants almost never met in person, their 
relationships could have been affected. However, a 
partnership was established between the patient and 
the trial leader using a PCC protocol. This might 
have decreased the effect of not meeting in person. 
In a future RCT, it will be crucial for patients to 
have face- to- face relationships with the intervention 
contact nurse with whom they will build partnerships. 
This study did not identify when the intervention 
should stop, as it was decided before the interven-
tion that it should last for 12 weeks. It might have 
been important for the patients in the intervention 
to have given this important information. However, 
seven of the 21 patients did not use the full 12- week 
intervention, which implies that a 12- week support 
programme is suitable. No patient actively asked for 
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longer follow- up. All patients were allocated a contact 
nurse whom they could contact after the intervention 
if further questions were answered.

CONCLUSION
This intervention seems to be feasible regarding its 
process and resources and acceptable among patients, 
as 95% completed the 12- week support programme and 
86% responded to the 3- month questionnaire. A tele-
phone follow- up intervention seems to be the preferable 
way to administer the intervention. However, for self- 
efficacy and symptoms, there were no differences in effect 
size between the control and intervention groups, indi-
cating that the intervention was less feasible regarding 
scientific challenges.
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