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Abstract

Background: Strengthening the coordination, continuity and intersectoral cooperation for cancer patients’ during
cancer treatment is being underlined by international guidelines and research. General practitioners have assumed
a growing role in the cancer patient disease trajectory because of their roles as coordinators and the consistent
health provider. However, general practitioners are challenged in providing support for cancer patients both during
treatment and in the survivorship phase. General practitioners reported barriers are lack of timely and relevant
communication from the oncologist and limited knowledge to guidelines, as well as lack of trust from patients.
Therefore, the current study will examine whether a shared video-based consultation between the cancer patient,
general practitioner and oncologist can ease general’ challenges and thereby enhance the patient-centeredness for
the cancer patients and their perception of intersectoral cooperation and continuity.

Methods: The study is designed as a pragmatic randomised controlled trial for patients starting chemotherapy at the
Department of Oncology, Lillebaelt Hospital, Denmark who are listed with a general practitioner in the Region of Southern
Denmark. We intend to include 278 adults diagnosed with colorectal, breast, lung, gynecologic or prostate cancer.

The intervention group will receive the “Partnership intervention” which consists of one or more video-consultations
between the cancer patient, general practitioner and oncologist. The consultations are estimated to last between 10 and
20 min. The specific aims of the consultation are, summary of the patient trajectory, sharing of knowledge regarding
comorbidity, psychosocial resources and needs, physical well-being, medicine, anxiety and depression symptoms, spouses,
workability and late complication and side-effects to the cancer treatment.

Discussion: Video-based consultation that brings the cancer patient, the general practitioner and the oncologist together
in the early phase of treatment may facilitate a sense of partnership that is powerful enough to improve the patient’s
perception of intersectoral cooperation, continuity of cancer care and health-related quality of life.

Trial registration: ClincialTrials.gov Identifier: NCT02716168. Date of registration: 03.03.2016.
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Background

With the current rates of new cancer cases and the in-
crease in survival among cancer patients [1], there is a
need to improve the lives of cancer patients. Inter-
national guidelines have underlined the importance of
strengthening the coordination and continuity of care
during and following cancer treatment. Each cancer pa-
tient should be involved in decision-making [2, 3] and
informed about which healthcare providers are taking
care of their individual needs [4].

When receiving a cancer diagnosis, patients are often
faced with psychological distress and loss of control [5].
They can be overwhelmed by the diagnostic process, diffi-
cult treatment decisions, ensuring treatment and side ef-
fects [5]. Understanding the detailed information is
challenging [6], and patients’ might have difficulties even
identifying which care provider is supposed to help with a
specific problem [4, 7]. Studies have shown that patients
who feel poorly informed may feel more vulnerable [8].
Therefore, new organisational strategies are needed.

Interventions focusing on gaps in continuity of cancer
care are expected to have an impact on the quality of care
[9]. Furthermore, improved continuity of care may be as-
sociated with lower health care needs [9]. Several studies
have underlined gaps in continuity of care like a Canadian
survey of patients who have colorectal cancer. More than
50% of the patients did not feel they had been fully in-
formed about resources, support and educational mate-
rials to help consolidate continuity of care [4].

General practitioners (GPs) are assuming a growing
role as coordinators of the cancer patients’ disease tra-
jectory to enhance continuity [10]. However, GPs are
challenged in providing support for cancer patients both
during treatment and in the survivorship phase. Re-
ported barriers include a lack of timely and specific
communication from the oncologist, lack of trust from
patients and limited knowledge to guidelines [11].

Within the Danish healthcare setting, trials have aimed
to improve shared decision-making and continuity of can-
cer care across healthcare sectors during cancer treatment
[12-14]. Despite rigorous designs and adequate statistical
power, these studies did not identify statistically significant
differences in the intervention groups.

Face-to-face communication is important for patient
satisfaction and their comprehension of the information
received. Furthermore, studies have shown that seeing
each other is essential for the relationship [15-17].
Therefore, we hypothesised that bringing the GP and
oncologist face-to-face in a shared video-consultation
with the cancer patient might address some of the prob-
lematic issues for the patient, and enhance their percep-
tion of continuity of care. Due to geographical reasons
and time constraints, a joint consultation between pa-
tient, GP and oncologist is not feasible as part of routine
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cancer care. Video-based communication may be an al-
ternative solution [17-22]. Studies from the cancer set-
ting have shown that patients can experience effective
communication and relationship with their doctor
through technology-based consultation [17].

The study is designed as a pragmatic randomised con-
trolled trial (RCT) [23, 24] allocated to an intervention
and a control group in a 1:1 ratio. The GPs and oncolo-
gists may have patients in both groups.

We hypothesise that bringing the oncologist and GP
together with the patient in a single shared video-based
consultation in the early months of treatment, in com-
parison with usual care, will 1) increase the cancer pa-
tients’ perception of intersectoral cooperation (primary
outcome) and 2) increase their perceptions of continuity
of cancer care, distress and health-related quality of life
(secondary outcomes).

Methods

This study is designed and reported according to the Med-
ical Research Council guidance on complex interventions
[25, 26] and the SPIRIT-PRO guideline [27]. The SPIRIT-
PRO-ChecKklist can be found under additional file 1.

Methods: participants, interventions and outcomes

Study setting

The study will be performed in cooperation between the
Department of Oncology, Lillebaelt Hospital, Denmark
and general practices in the Region of Southern
Denmark. Annually, around 1.300 patients are referred
for chemotherapy at this department. The department
endeavours to ensure that patients see the same “most
responsible physician” at each visit to ensure greater
continuity and a better outcome for patients [24].

The hospital’s catchment area includes about 300.000—
750.000 citizens depending on the cancer diagnosis and
500 general practitioners working in approximately 300
general practices medical centres comprised of 1-8 phy-
sicians. In Denmark, all citizens are eligible for free med-
ical service at public hospitals and in the primary care
sector. The GPs are gate-keepers to the more specialised
health care services, and more than 98% of the popula-
tion is enrolled in a specific general practice clinic [28].

Eligibility criteria

All newly diagnosed cancer patients 18 years of age and
older are eligible if receiving treatment with chemother-
apy for the first time at the Department of Oncology,
Lillebaelt Hospital, Denmark for any cancer diagnosis.
Participants must have an expected survival time of
more than 7 months as assessed by an oncologist, and
be able to speak and read Danish.



Trabjerg et al. BMC Family Practice (2019) 20:86

Technical issues

Video-based consultations require easy-to-use, high
quality, reliable, safe and legal communication equip-
ment. We chose the Cisco’, TANDBERG™ E20 screen
system already in use at the hospital for interpreting ser-
vices and by roughly 30% of the GPs in the study area.
Participating GPs with patients in the intervention group
will be offered a free set up and support by the Health
innovation Centre of Southern Denmark.

Intervention

Control group The control group receives ‘usual care’ re-
garding the exchange of information between the Depart-
ment of Oncology and primary care. ‘Usual care’ includes
an electronic summary letter to the GP after each visit to
the Department of Oncology. In case of questions, the
GPs can always telephone the hospital and vice versa. Fur-
thermore, patients’ can freely contact their GP or a specific
coordinator at the Department of Oncology.

Intervention group In addition to ‘usual care; patients in
the intervention group will receive ‘the partnership inter-
vention, which brings the cancer patient, general
practitioner and oncologist together in a shared video-
consultation. The consultation is expected to last 10 to 20
min and is chaired by the oncologist. The consultation is
planned as early as possible and within 12 weeks from the
time of inclusion. More consultations can be planned
within 6 months if the GP, oncologist or patient request.

Patients’ are allowed to sit in the office of either the
oncologist or the GP. The oncologist and the GP receive
specific information about the aim of the consultation
including a list of relevant subjects based on the litera-
ture and pilot testing (see Table 1). The oncologist
makes a summary of the consultation into the hospital
electronic patient record and sends it to the GP. The
summary is available for the patient at Sundhed.dk, an
online portal where patients in Denmark can read their
entire medical record from secondary care.

Outcomes and instruments/scales

Primary outcome with a description of the scale The
primary study outcome is the single item “global assess-
ment of inter-sectorial cooperation,” which is part of the
Danish questionnaire “Patients’ attitude to the health
care service” [13] measured 7 months after the enrol-
ment of the patient (additional file 2). This 26-item
questionnaire was based on the English questionnaire
“The patient career diary” [29]. The Danish adaptation
was based on interviews with Danish cancer patients
and caregivers [30] and the questionnaire template of
the English version [29].
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Table 1 Possible topics for the video-consultation

+ A Short summary of the patient trajectory

« Sharing of knowledge regarding comorbidity

« Psychosocial resources and needs

- Agreements on who should take care of what and when in the future
« Physical well-being

+ Medicine

+ Anxiety and depression symptoms

+ Spouses

- Workability

- Late complication and side effects to the treatment

+ Other

Besides our primary outcome, this questionnaire also
includes two other single items and five index scales,
seeking to address the patient’s attitude towards the co-
operation in the health care system. All items have a re-
call period of 3 months and are answered on a five-point
Likert scale from strongly agree (1) to strongly disagree
(5). According to the scoring manual, all index scales
and items are linearly transformed to values 0 to 100
with higher numbers meaning higher disagreement
levels [31].

Secondary outcomes - patients Secondary outcomes ad-
dress patient perceptions of health-related quality of life,
cancer care coordination, illness intrusiveness, satisfaction
with information, and depressive and anxiety symptoms.

1) Health-related quality of life assessed by the 30-
item European Organization for Research and Treat-
ment Quality of Life Questionnaire C-30 version 3.0
(EORTC QLQ C-30, 32]. It has a recall period of 2
weeks, for patients with various types of cancer [32].
Each item is scored from one to four according to ‘not
at all’ (1) to ‘very much’ (4), except for the global health
status that is scored very poor (1) to excellent (7). Mean
scores are linearly transformed to 0-100 scores. High
scores represent healthy functioning in the functioning
scales and global health status, but a high level of prob-
lems for symptom scales and single symptom items.

2) The Australian Cancer Care Coordination Ques-
tionnaire (CCCQ) assesses the patient perception of the
coordination of cancer care with a recall period of 3
months [33]. Based on 22 items, the CCCQ includes a
total score (item 1-20, ranging 20-100), two single
items (ranging 1-10) and two subscales covering com-
munication (item 1-13) and navigation (item 14—20) ran-
ging 13-65 and 7-35, respectively. Answers are given on
five-point Likert scales from never (1) to always (5) except
the global items using a ten-point Likert scales from very
poor (1) to very good (10).
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3) The Illness Intrusiveness Rating Scale (IIRS) has 13
items assessing the extent to which illness or its treat-
ment interfere with different aspects of life [4, 34]. The
questionnaire does not have a defined recall period. An-
swers are given on a seven-point Likert scale ranging
from 1 (not very much) to 7 (very much). For data ana-
lyses, a total score ranging from 13 to 91 is generated by
addition of all 13 items. In addition to the total score,
three subscales scores can be calculated. They range
from one to seven represented by subscale means. A
higher score indicates increased illness intrusiveness.

4) EORTC Information Questionnaire 25 (EORTC
INFO 25) [35] has 25 items that cover several aspects of
patient satisfaction with the information provided during
cancer treatment. No specific recall period is described.
It includes a total score, four sub-scales and four single
dichotomous items (yes or no). Beyond, the single items
answers are given on a four-point Likert scale from not
at all (1) to very much (4). According to the manual, all
scores are linearly transformed to a 0-100 scale [35].

5) The Patient Health Questionnaire (PHQ-9) is de-
signed for screening of depression in non-psychiatric
settings based on nine items answered on a four-point
Likert scale [36]. The recall period is 2 weeks, and the
sum score ranges from 0 (no depressive symptoms) to
27 (all symptoms occur daily). Values above ten should
alert physicians of a significant depression requiring ac-
tive intervention (sensitivity of 80% and a specificity of
92% for DSM-IV major depression [37]). Additionally,
we use The Generalised Anxiety Disorder seven scale
(GAD-7, [38]) to assess anxiety symptoms based on
seven items and the same two weeks recall period and
same four-point Likert scale as described for the PHQ-9.
The GAD-7 can be used as a screening tool with a sum
score ranging from 0 to 21. A score of ten or higher
should alert physicians’ of a generalised anxiety disorder.

Secondary outcomes - GPs All GPs in the control group
and GPs in the intervention group will receive a question-
naire 4 months after the enrolment of the patient. They
are asked to assess their satisfaction with own contribu-
tion to patient health care including treatment of comor-
bidities, the relevance of patient visits in general practice,
the experience of overall coordination of treatment, as
well as communication and cooperation with the onco-
logical department. Given the lack of standardised scales
to assess GP perceptions, we devised ad hoc questions.

Other variables Information on healthcare-seeking in
general practice and the department of oncology
(contact form, date and purpose of visit, number of
admission to hospital and number of days hospita-
lised) will be retrieved from electronic patient files for
an economic evaluation.
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Beside, the baseline questionnaire completed by pa-
tients will include demographic and clinical information
about age, cancer type, cancer recurrence status, previ-
ous surgery, treatment, occupation, workability, educa-
tion and family relationship including children and if
they are living at home.

Translation of questionnaires For this study, the
CCCQ and the IIRS were translated from English to Da-
nish based on the guidelines for the process of cross-
cultural adaptation of self-report measures proposed by
Beaton et al. [39]. The translation procedures were sum-
marised in separate reports using the report template
proposed by Beaton et al. [39].

Participant timeline for patient-reported outcomes
Participants will receive a questionnaire at baseline and
four and seven months after inclusion (Table 2). Demo-
graphic information will be asked only at baseline.
Otherwise, the questionnaires will contain the same
scales and items presented in the same way. Generally,
chemotherapy lasts six-seven months. The follow-up
times at four and seven months should allow assess-
ment, twice after the intervention, one in the middle of
the treatment and one at or near the end of treatment,
in most cases.

In addition to the between-group analysis, patients, GPs
and oncologists in the intervention group will be asked to
complete a short questionnaire after the video-based con-
sultation, covering their experiences of the consultation.
These will not be described in further detail in this paper.

Sample size

We based our sample size assumptions on knowledge
from a Danish intervention study of cancer patients
where our primary outcome was used [13]. This study
estimated mean values of 56.6 and 69.6 for the control
and the intervention group, respectively, and a common
standard deviation of 27. Based on these estimates and a
clinically relevant difference of 20% between the groups,
we calculated a sample size of 194 (2 x 97) participants,
with a 0.05 two-sided significance level and a 10% risk of
type II error, i.e. a power of 90%. However, as we expect
dropout of 30%, our target is to recruit 278 patients.

Recruitment strategies for achieving adequate patient
enrolment

Timely recruitment of patients will require strong support
and managerial endorsement in the hospital department.
Furthermore, diligent oversight by project personnel will
be crucial to keep track of the many logistical steps, stake-
holders, general practices, cancer teams, patients and
technical solutions at play in this study. To achieve patient
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Table 2 Enrolment, interventions, and assessments schedule
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STUDY PERIOD

Enrolment  Allocation

Post-allocation

TIMEPOINT -t 0
ENROLMENT:

Eligibility screen X

Informed consent X

Contact to general practice intervention group X

If necessary IT install at general practice

Allocation X
INTERVENTIONS:

Partnership Video Consultation Intervention
Control Group

GP Video Consultation Intervention
ASSESSMENTS:

Baseline variables patients X

Patient intervention group

Patient control group

GP intervention group

GP control Group

Oncologist

¥ t3=3-12weeks t; =4months ts =4-6 months ts =7 months

X xHER

<X X X X

NG

*Shortly after inclusion of the patient the GP in the intervention group is contacted to give their consent. ** The possibility for additionally video consultation if
one of the involved parts request it. ***Patient in the intervention group evaluate the video consultation using PROMs. **** GPs in the intervention group
evaluate the video consultation using ad hoc questions. ***** Oncologist in the intervention group evaluate the video consultation using ad hoc question

enrolment as planned, one project nurse will head a small
team of research nurses responsible for the practical issues
around the enrolment of patients.

Feasibility

The study was tested in a pilot study before study start
to help implement this pragmatic randomised controlled
trial in routine clinical practices. The pilot study exam-
ined previously identified key uncertainties to support
the refinement of the study design [26]. The primary foci
of our pilot study performed in January to April 2016
were: 1) assessment of the willingness of patients and
GPs to participate 2) patient and GP perspectives on the
oral and written study invitation (readability, usefulness
and emotional strain), 3) time required by patients to
complete various aspects of the study including invita-
tion, baseline questionnaire, and the video-based con-
sultation, 4) administrative, logistical and technical
procedures for inclusion of patients, invitation of GPs,
and scheduling and delivery of the common video-based
consultation, 5) users’ perspectives on acceptability of a
video-based consultation, including patients, GPs’ and on-
cologists’ perspectives, and 6) usefulness of the consultation
guideline. We learned a lot from the pilot phase and chan-
ged the study procedures and design in accordance [26].

Fidelity of the intervention is another crucial step
in ensuring the validity of our outcomes. Engagement
and training of GPs and oncologists for patients allo-
cated to the intervention group are therefore crucial.
Since we anticipate that it may be challenging to con-
tact GPs, we will assign one project nurse to these
tasks. She will be engaged at the Research Unit of
General Practice, Odense and will work in close col-
laboration with the project manager (TBT) and the
team of nurses at the department.

Methods: assignment of intervention

Allocation (Fig. 1)

Participants will be recruited at the Department of On-
cology, Lillebaelt Hospital. Firstly, eligibility will be veri-
fied in the electronic patient record. Clinic nurses will
then ensure that patients are informed and invited to
participate at their next appointment.

After completion of the written informed consent and
baseline questionnaire, the clinical nurses responsible for
obtaining consent contacts the project nurse responsible
for allocation by telephone. She will identify the alloca-
tion code in RedCap°® [40] and inform the patient.

We will use block-randomisation with different block
sizes and sequences to assure the best possible balance
between groups. Only the RedCap® [40] data manager
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Adults starting chemotherapy at
the Department of Oncology, Lillebaelt Hospital

Patients eligible for the Partnership-Projekt

Gave written informed consent and baseline data (n=)

Randomisation (n=278)

Did not wish to participate (n=)

Not invite due to administrative failures (n=)

c
S
@
0
£
o
o
c
@
o

General Pactitioner

Intervention

Allocated to control group (n=139)

Patient (n=139) General Practitioner

Usual care (n=)

| Question based evaluation of the intervention
from patient, general practitioner and oncologist
1

Fig. 1 Study flow

Question based evaluation four month after randomisation (n=)

Question based evaluation seven month after randomisation (patient only) (n=)

from the collaboration partner Odense Patient Data Ex-
plorative Network, Department of Clinical Research,
University of Southern Denmark and Odense University
Hospital (OPEN) will know the block sizes and se-
quences. No strong evidence regarding relevant stratifi-
cation factors for the primary outcome is available.
Thus, the randomisation will not be stratified. However,
the influence of age, gender, education and cancer type
will be investigated in exploratory analyses.

GPs will be invited when one of their patients is enrolled
in the project. GPs are themselves not allocated and may,
therefore, be enrolled several times and to both groups. In
case the patient is in the intervention group, the GP is
contacted immediately after enrolment, whereas the GP in
the control group is first contacted after four months.

Blinding

For obvious reasons, patients, GPs nor oncologists in
the intervention group are blinded to the patient’s allo-
cation status. Unless told by the patient, GPs in the con-
trol group are blinded until they receive the four-month
questionnaire. Until the end of the analyses, researchers

will be blinded to allocation, except for the project man-
ager (TBT).

Methods: data collection, management and analysis

Plan for assessment and collection of outcomes (Table 2)
Patients will fill in a paper-based baseline questionnaire
before randomisation, and electronic follow-up ques-
tionnaires will be sent to them at the email address ob-
tained at enrolment. For GPs in the intervention group,
questionnaires are collected electronically, while GPs in
the control group are sent paper-based questionnaires
with a return, stamped envelope.

All electronic questionnaires will be managed using the
software program RedCap® [40], which is capable of automat-
ically emailing secured links with questionnaires and retriev-
ing answers online. In all cases, patients and GPs can ask for
a paper-based version including a prepaid return envelope.

Patient burden

Based on piloting we know that the questionnaire is ac-
ceptable to patients concerning readability, time to
complete, and emotional strain. Completion for patients
may take up to 1 hour.
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Retention to follow-up

For each iteration of the surveys, RedCap® [40] will auto-
matically email reminders for the follow-up questionnaires
twice with 2 weeks intervals. By postal service, a third and
last reminder is sent with a prepaid return envelope.

Language

All study material and questionnaires are in Danish. The
capability of reading Danish is an eligibility criterion,
and all working physicians can speak and read Danish.

Plan for data if a participant discontinues

All data will be analysed following the intention-to-treat
principles [41], including cases where the GP declines to
participate, and no intervention takes place. In case of
patient withdrawal of consent, death or relocation, cases
will be withdrawal.

Data management

Data entry Data from the electronic questionnaires are
entered RedCap® [40] automatically while paper-based
data are entered twice by a secretary at the Research
Unit of General Practice using double data entry.

Data security and storage By Danish law baseline ques-
tionnaires in paper form are stored in secured lockers at
the Research Unit of General Practice, and all data re-
trieved by RedCap® [40] are stored at a secured server
housed by OPEN.

Statistical methods

For the between-group comparison of the primary out-
come, we will use a standard T-test for the mean difference
between two independent means. As a supplementary ana-
lysis, we will apply the Mann-Whitney test instead.

Secondary outcomes will be handled similarly, and al-
ways according to available manuals. Dichotomous data
will be analysed using Fisher’s exact tests and to correct
for the multiple comparisons we will apply the Bonfer-
roni correction.

Missing data will be analysed using two strategies -
complete-case analysis with only patients with non-
missing scores and an imputation approach following
the respective manuals. Before imputation, we will inves-
tigate if the data are missing randomly or not. Missing
data of the EORTC QLQ C-30 and EORTC QLQ INFO-
25 will be handled as described in the manual [42].

Methods: monitoring

Monitoring

During the trial, there will be no monitoring of data by
researchers or its sponsors, except when sending out re-
minders. No interim analysis is planned.
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Harms and description of auditing if any

No harm to patients or other study participants is ex-
pected. Unexpected harmful, uncomfortable or abrasive
experiences can be communicated verbally or in writing
to the project group as stated in the information mater-
ial given at study inclusion.

Methods: patient and public involvement

The project idea was conceived in a working group
called “Doctors’ Partnership” at the Lillebaelt Hospital,
Vejle, Denmark. Representatives from the Patient and
Relatives Council at the Hospital participated in the
working group. Furthermore, the council have proofread
the information material and questionnaires for the
study. In the pilot study, the burden of the intervention
and questionnaires was assessed by patients and were
found acceptable. There are no plans to involve patients
in recruitment and conduct of the study, besides in the
development phase and interpretation of the results.

We are planning to host a workshop with the Patient
and Relatives Council to discuss the results from the
study and its implications for cancer patients. Final re-
sults will be available for patients and the public at the
project website, as stated in the information material.

Ethics and dissemination

Permissions and registrations

The Regional Ethics Committee on Biomedical Research
in Denmark (S-20142000-138) and the Danish Data Pro-
tection Agency (2014-41-3534) have approved the study.
Collection of data will be handled according to national
law restrictions. The study is indexed at https://www.clini-
caltrials.gov (NCT02716168), registered 03 March 2016.

Plan for communication important protocol modifications
Modification to the protocol will be announced in Da-
nish at the project website http://www.sdu.dk/psp and in
English at https://www.clinicaltrials.gov.

Who will obtain informed consent?
The outpatient clinic nurses at the Oncological Depart-
ment will obtain informed consent from patients. The
consents forms are stored at the Department of Oncol-
ogy, clinical research unit.
The project nurse responsible for GP participation will
obtain oral consent from GPs in the intervention group.
GPs in the control group will be informed about the
study at the four-month questionnaire but are not re-
quested to return a consent form.

Confidentiality

Assessment and information about potential participants
are kept in the hospitals electronic patient record. At the
eligibility assessment before inclusion, only the physician
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responsible for the treatment and the nurse manager at
the department has access to the electronic patient record.
After informed consent from the patient, the project man-
ager (TBT) has access to the electronic patient record.

Access to data
Data access is restricted to the research group including
the statistician.

The project nurses do not have access to obtain data
from the project database in RedCap® [40]. They can
only view data in connection with enrolment and view
data necessary for project management. All spreadsheets
in RedCap® [40] are logged. At the end of the analytical
phase of the study, all electronic data will be transferred
to the Danish National Archives.

Provisions

GPs in the interventions group will receive a fee for the

video consultations, which will be 48 or 97 Euros for up

to 30 min and above 30 min, respectively. GPs will re-

ceive 18 euros for filling in a questionnaire at 4 months.
Patients and oncologist will not receive any

reimbursement.

Dissemination policy

Trial results will be published in peer-reviewed journals,
discussed at national and international conferences and
communicated for the public at the project website
http://www.sdu.dk/psp.

Ethical considerations about the trial

Data security when conducting video-consultation is es-
sential. Patients show a high degree of trust in regards to
data security because they trust the healthcare staff
using the technology. Therefore, a high level of data se-
curity is needed, and all video-consultations are held on
the Region of Southern Denmark secure videoconfer-
ence servers with the use of virtual meeting rooms. The
servers offer a highly secure connecting with no third
party data processing. The meeting room can only be ac-
cess by the participating parties.

Before the video-consultation patient might have
spoken about confidential matters, which they have not
discussed with all healthcare providers, e.g. alcohol con-
sumption or smoking, this could place the patient in a
dilemma. Therefore, the intervention-guide for oncolo-
gist and GPs include a note about this.

Discussion

Video-based consultation that brings the cancer patient,
the GP and the oncologist together in the early phase of
treatment may facilitate a sense of partnership that is
powerful enough to improve the patient’s perception of
intersectoral cooperation, continuity of cancer care and
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health-related quality of life. Beyond the RCT design, we
intend to examine the consultations qualitative with a
focus on the structure, content and benefits from this
shared consultation. The method and description of this
analysis are beyond the scope of this paper.

Based on our pilot study we believe that the study is
feasible and intent to test the intervention in a pragmatic
randomised controlled trial.

Study limitations

A possible limitation of the study is the IIRS and CCCQ
questionnaires. They were translated from English to
Danish for this study. Although the translation was
based on the guidelines for the process of cross-cultural
adaptation of self-report measures proposed by Beaton
et al. [39] they have not been validated in a Danish set-
ting before study start. However, all other outcome mea-
sures have been validated and used before in a Danish
mixed cancer-setting.

GPs can have patients in both groups leading to the pos-
sibility of a spillover effect. However, we anticipated this
to be of minor significance since there are more than 500
GPs in the Region where recruitment is planned and the
mean number of incident cancer patients per year per GP
is eight. Therefore, most of the participating GPs would
only have one patient enrolled in the study. Finally, the
use of video-consultations is relatively new to most GPs in
Denmark especially in regards to patient communication.
Therefore, logistical concerns and technological barriers
could be a limitation of the study.

Additional files

Additional file 1: SPIRIT-PRO-Checklist. (DOCX 159 kb)

Additional file 2: English translation of the questionnaire containing the
primary outcome “global assessment of inter-sectorial cooperation” in
Word format. (DOCX 28 kb)

Abbreviations

CCCQ: Cancer Care Coordination Questionnaire; DSM-IV: Diagnostic and
Statistical Manual of Mental Disorders, Fifth Edition; EORCT — QLQ C

30: European Organization for Research and Treatment Quality of Life
Questionnaire C-30; EORCT INFO 25: European Organization for Research and
Treatment Information Questionnaire 25; GAD-7: The Generalised Anxiety
Disorder seven scale; GP: General practitioner; IIRS: lliness Intrusiveness Rating
Scale; OPEN: Odense Patient Data Explorative Network, Department of
Clinical Research, University of Southern Denmark and Odense University
Hospital; PHQ-9: The Patient Health Questionnaire nine scale;

RCT: Randomised controlled trial; SPIRIT-PRO: Standard Protocol Items:
Recommendations for Interventional Trials — Patient-Reported Outcomes

Acknowledgements

The authors would like to thank the working group “Doctors Partnership” at
Lillebaelt Hospital, Denmark for their participation in the conceiving of the
Partnership Intervention. Besides the authors’ the group consist of an
oncologist, radiologist, general practitioners and members from the
executive board at the Hospital.

The authors thank statistician Sonja Wehberg for assisting with the sample
size calculations and statistical help for the study. The authors are grateful for


http://www.sdu.dk/psp
https://doi.org/10.1186/s12875-019-0978-8
https://doi.org/10.1186/s12875-019-0978-8

Trabjerg et al. BMC Family Practice (2019) 20:86

the Department of Oncology, Lillebaelt Hospital and general practitioners in
the Region of Southern Denmark willingness to participate in the study.
The authors thank OPEN, Odense Patient data Explorative Network, Odense
University Hospital, Odense, Denmark for their help with setting-up RedCap
and hosting the servers for data collection.

Moreover, the authors thank the Patient and Relatives Council at Lillebaelt
Hospital, Vejle, Denmark for their priceless participation in the development
of the interventions and design of the study.

Authors’ contributions

TBT, LHJ, JS, JJS and DGH coordinated the design of the study, choice of
outcomes and contributed to the writing of the manuscript with TBT and
DGH as the leading writers. TBT, LHJ JJS, JS and DGH contributed to the
funding awards. TBT and LHJ will be the main contributors to the
recruitment and data collection for the study, and TBT and DGH will be the
primary writers for the papers concerning the results. All the authors read
the final version of this manuscript and agree upon submission.

Funding

This work was supported and peer-reviewed by The Danish Cancer Society,
Region of Southern Denmark and the University of Southern Denmark dur-
ing fund raising. The sponsors are neither involved in the planning, design
nor carrying out of the study.

Availability of data and materials
Not applicable.

Ethics approval and consent to participate

The Regional Ethics Committee on Biomedical Research in Denmark (S-
20142000-138) and the Danish Data Protection Agency (2014-41-3534) have
peer-reviewed and approved the study. Furthermore, the study protocol has
been peer-reviewed as part of the enrolment procedure to the PhD School
at the University of Southern Denmark.

For the RCT, the outpatient clinic nurses at the Oncological Department,
Vejle Hospital, Denmark will obtain informed consent from patients. The
consent forms are stored at the Clinical Research Unit, Department of
Oncology, Vejle Hospital.

The unit of randomisation is the patient. Therefore, consent from GPs is by
Danish law not required and in line with The Regional Ethics Committee on
Biomedical Research instructions. However, we decided to obtain oral
consent from GPs when patients are allocated to the intervention group out
of courtesy to the GPs. Thereby, showing consideration to their workload.
Furthermore, before study start, we sent out written information about the
trial to all GPs in the Region of Southern Denmark. If a GP declined to
participate their patients will not be invited for the study.

GPs of patients in the control group were not contacted thus not informed
about their patients’ decision to participate in the study before being asked
to answer a questionnaire four months after inclusion of the patient. This
procedure is in line with The Regional Ethics Committee on Biomedical
Research in Denmark and Danish law.

Consent for publication
Not applicable. This manuscript does not contain individual person’s data.

Competing interests
The authors declare that they have no competing interests.

Author details

'National Research Center of Cancer Rehabilitation, Research Unit of General
Practice, University of Southern Denmark, J.B. Winsloews Vej 9A, 5000
Odense C, Denmark. “Department of Oncology, Lillebaelt Hospital, Vejle,
Denmark. 3Departmem of Family Medicine, Faculty of Health Sciences,
University of Manitoba, Manitoba, Canada. “Danish Colorectal Cancer Center
South, Center of Clinical Excellence, Vejle Hospital, Institute of Regional
Health Research, University of Southern Denmark, Odense, Denmark.

Page 9 of 10

Received: 11 April 2019 Accepted: 12 June 2019
Published online: 25 June 2019

References

1. Allemani C, Matsuda T, Di Carlo V, Harewood R, Matz M, Niksic M, Bonaventure
A, Valkov M, Johnson CJ, Esteve J, et al. Global surveillance of trends in cancer
survival 2000-14 (CONCORD-3): analysis of individual records for 37 513 025
patients diagnosed with one of 18 cancers from 322 population-based
registries in 71 countries. Lancet. 2018;391(10125):1023-75.

2. Mikkelsen T, Sondergaard J, Sokolowski |, Jensen A, Olesen F. Cancer
survivors' rehabilitation needs in a primary health care context. Fam Pract.
2009;26(3):221-30.

3. Hansen DG, Larsen PV, Holm LV, Rottmann N, Bergholdt SH, Sondergaard J.
Association between unmet needs and quality of life of cancer patients: a
population-based study. Acta Oncol. 2013;52(2):391-9.

4. Sisler JJ, Taylor-Brown J, Nugent Z, Bell D, Khawaja M, Czaykowski P,
Wirtzfeld D, Park J, Ahmed S. Continuity of care of colorectal cancer
survivors at the end of treatment: the oncology-primary care interface. J
Cancer Surviv. 2012,6(4):468-75.

5. Sanjida S, McPhail SM, Shaw J, Couper J, Kissane D, Price MA, Janda M. Are
psychological interventions effective on anxiety in cancer patients? A
systematic review and meta-analyses. Psycho-oncology. 2018.

6. Nielsen BK, Mehlsen M, Jensen AB, Zachariae R. Cancer-related self-efficacy
following a consultation with an oncologist. Psycho-oncology. 2013;22(9):
2095-101.

7. Grunfeld E. Cancer survivorship: a challenge for primary care physicians. Br J
Gen Pract. 2005;55(519):741-2.

8. McWilliam CL, Brown JB, Stewart M. Breast cancer patients' experiences of
patient-doctor communication: a working relationship. Patient Educ Couns.
2000;39(2-3):191-204.

9. King M, Jones L, Richardson A, Murad S, Irving A, Aslett H, Ramsay A, Coelho
H, Andreou P, Tookman A, et al. The relationship between patients'
experiences of continuity of cancer care and health outcomes: a mixed
methods study. Br J Cancer. 2008;98(3):529-36.

10.  Rubin G, Berendsen A, Crawford SM, Dommett R, Earle C, Emery J, Fahey T,
Grassi L, Grunfeld E, Gupta S, et al. The expanding role of primary care in
cancer control. The lancet oncology. 2015;16(12):1231-72.

11. Lawrence RA, McLoone JK, Wakefield CE, Cohn RJ. Primary care Physicians'
perspectives of their role in Cancer care: a systematic review. J Gen Intern
Med. 2016;31(10):1222-36.

12. Bergholdt SH, Hansen DG, Larsen PV, Kragstrup J, Sondergaard J. A
randomised controlled trial to improve the role of the general practitioner
in cancer rehabilitation: effect on patients' satisfaction with their general
practitioners. BMJ Open. 2013;3(7).

13.  Nielsen JD, Palshof T, Mainz J, Jensen AB, Olesen F. Randomised controlled
trial of a shared care programme for newly referred cancer patients:
bridging the gap between general practice and hospital. Qual Saf Health
Care. 2003;12(4):263-72.

14. Wulff CN, Vedsted P, Sondergaard J. A randomised controlled trial of
hospital-based case management to improve colorectal cancer patients'
health-related quality of life and evaluations of care. BMJ Open. 2012;2(6).

15, Williams S, Weinman J, Dale J. Doctor-patient communication and patient
satisfaction: a review. Fam Pract. 1998;15(5):480-92.

16. Schmidt KL, Gentry A, Monin JK, Courtney KL. Demonstration of facial
communication of emotion through telehospice videophone contact.
Telemed J E Health. 2011;17(5):399-401.

17.  Sabesan S, Allen D, Caldwell P, Loh PK, Mozer R, Komesaroff PA, Talman P,
Williams M, Shaheen N, Grabinski O, et al. Practical aspects of telehealth: doctor-
patient relationship and communication. Intern Med J. 2014;44(1):101-3.

18. Sabesan S, Allen DT, Caldwell P, Loh PK, Mozer R, Komesaroff PA, Talman P,
Williams M, Shaheen N, Grabinski O, et al. Practical aspects of telehealth:
establishing telehealth in an institution. Intern Med J. 2014;44(2):202-5.

19. Sabesan S, Allen D, Loh PK, Caldwell P, Mozer R, Komesaroff PA, Talman P,
Williams M, Shaheen N. Royal Australasian College of Physicians telehealth
working G: practical aspects of telehealth: are my patients suited to
telehealth? Intern Med J. 2013;43(5):581-4.

20. Loh PK, Sabesan S, Allen D, Caldwell P, Mozer R, Komesaroff PA, Talman P,
Williams M, Shaheen N, Grabinski O, et al. Practical aspects of telehealth:
financial considerations. Intern Med J. 2013:43(7):829-34.

21, Kitamura C, Zurawel-Balaura L, Wong RK. How effective is video consultation
in clinical oncology? A systematic review. Curr Oncol. 2010;17(3):17-27.



Trabjerg et al. BMC Family Practice

22.

23.

24.

25.

26.

27.

28.

29.

30.

31

32.

33.

34.

35.

36.

37.

38.

39.

40.

42.

(2019) 20:86

Allen DT, Caldwell P, Komesaroff PA, Loh PK, Mozer R, Sabesan S, Shaheen N,
Talman P, Williams M, Grabinski O, et al. Practical aspects of telehealth: set-up
and preparation for video consultations. Intern Med J. 2013;43(10):1133-6.
Fransen GA, van Marrewijk CJ, Mujakovic S, Muris JW, Laheij RJ, Numans ME,
de Wit NJ, Samsom M, Jansen JB, Knottnerus JA. Pragmatic trials in primary
care. Methodological challenges and solutions demonstrated by the
DIAMOND-study. BMC Med Res Methodol. 2007;7:16.

Pereira Gray DJ, Sidaway-Lee K, White E, Thorne A, Evans PH. Continuity of
care with doctors-a matter of life and death? A systematic review of
continuity of care and mortality. BMJ Open. 2018;8(6):e021161.

Craig P, Dieppe P, Macintyre S, Michie S, Nazareth |, Petticrew M. Medical
Research Council G: developing and evaluating complex interventions: the
new Medical Research Council guidance. Bmj. 2008,;337:a1655.

Moore GF, Audrey S, Barker M, Bond L, Bonell C, Hardeman W,
Moore L, O'Cathain A, Tinati T, Wight D, et al. Process evaluation of
complex interventions: Medical Research Council guidance. BMJ.
2015;350:h1258.

Calvert M, Kyte D, Mercieca-Bebber R, Slade A, Chan AW, King MT. The S-PROG,
Hunn a, Bottomley a, Regnault a et al: guidelines for inclusion of patient-
reported outcomes in clinical trial protocols: the SPIRIT-PRO extension. JAMA.
2018;319(5):483-94.

Pedersen KM, Andersen JS, Sondergaard J. General practice and primary
health care in Denmark. J Am Board Fam Med. 2012;25(Suppl 1):534-8.
Baker R, Preston C, Cheater F, Hearnshaw H. Measuring patients' attitudes to
care across the primary/secondary interface: the development of the
patient career diary. Qual Health Care. 1999;8(3):154-60.

Nielsen JD, Palshof T, Olesen F. Cross-sectorial cooperation regarding cancer
patients in a recently started care program. Ideas and themes based on
focus group interviews with general practitioners and oncologists. Ugeskr
Laeger. 1999;161(14):2074-8.

Baker R PC, Chearter F et al: The patient career diary: manual for users. . £li
Lilly National Clinical Audit Center, Leicester, UK 1998.

Aaronson NK, Ahmedzai S, Bergman B, Bullinger M, Cull A, Duez NJ, Filiberti
A, Flechtner H, Fleishman SB, de Haes JC, et al. The European Organization
for Research and Treatment of Cancer QLQ-C30: a quality-of-life instrument
for use in international clinical trials in oncology. J Natl Cancer Inst. 1993;
85(5):365-76.

Young JM, Walsh J, Butow PN, Solomon MJ, Shaw J. Measuring cancer care
coordination: development and validation of a questionnaire for patients.
BMC Cancer. 2011;11:298.

Devins GM. Using the illness intrusiveness ratings scale to understand
health-related quality of life in chronic disease. J Psychosom Res. 2010,68(6):
591-602.

Arraras JI, Greimel E, Sezer O, Chie WC, Bergenmar M, Costantini A, Young T,
Vlasic KK, Velikova G. An international validation study of the EORTC QLQ-
INFO25 questionnaire: an instrument to assess the information given to
cancer patients. Eur J Cancer. 2010;46(15):2726-38.

Kroenke K, Spitzer RL, Williams JB. The PHQ-9: validity of a brief depression
severity measure. J Gen Intern Med. 2001;16(9):606-13.

Gilbody S, Richards D, Brealey S, Hewitt C. Screening for depression in
medical settings with the patient health questionnaire (PHQ): a diagnostic
meta-analysis. J Gen Intern Med. 2007;22(11):1596-602.

Plummer F, Manea L, Trepel D, McMillan D. Screening for anxiety disorders
with the GAD-7 and GAD-2: a systematic review and diagnostic
metaanalysis. Gen Hosp Psychiatry. 2016;39:24-31.

Beaton DE, Bombardier C, Guillemin F, Ferraz MB. Guidelines for the process of
cross-cultural adaptation of self-report measures. Spine. 2000;25(24):3186-91.
Harris PA, Taylor R, Thielke R, Payne J, Gonzalez N, Conde JG. Research
electronic data capture (REDCap)-—-a metadata-driven methodology and
workflow process for providing translational research informatics support. J
Biomed Inform. 2009;42(2):377-81.

Schulz KF, Altman DG, Moher D, Group C. CONSORT 2010 statement:
updated guidelines for reporting parallel group randomised trials. BMJ.
2010;340:c332.

Fayers P AN, Bjordal K, Curran D and Groenvold M on behalf of the EORTC
Quality of Life Study Group. EORTC QLQ-C30 Scoring Manual (Third edition).
Brussels, EORTC Quiality of Life Group, 2001, 2001:86.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in
published maps and institutional affiliations.

Page 10 of 10

Ready to submit your research? Choose BMC and benefit from:

e fast, convenient online submission

o thorough peer review by experienced researchers in your field

 rapid publication on acceptance

o support for research data, including large and complex data types

e gold Open Access which fosters wider collaboration and increased citations

e maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions




	Abstract
	Background
	Methods
	Discussion
	Trial registration

	Background
	Methods
	Methods: participants, interventions and outcomes
	Study setting
	Eligibility criteria
	Technical issues
	Intervention
	Outcomes and instruments/scales
	Participant timeline for patient-reported outcomes
	Sample size
	Recruitment strategies for achieving adequate patient enrolment
	Feasibility

	Methods: assignment of intervention
	Allocation (Fig. 1)
	Blinding

	Methods: data collection, management and analysis
	Plan for assessment and collection of outcomes (Table 2)
	Patient burden
	Retention to follow-up
	Language
	Plan for data if a participant discontinues
	Data management
	Statistical methods

	Methods: monitoring
	Monitoring
	Harms and description of auditing if any

	Methods: patient and public involvement
	Ethics and dissemination
	Permissions and registrations
	Plan for communication important protocol modifications
	Who will obtain informed consent?
	Confidentiality
	Access to data
	Provisions
	Dissemination policy
	Ethical considerations about the trial


	Discussion
	Study limitations

	Additional files
	Abbreviations
	Acknowledgements
	Authors’ contributions
	Funding
	Availability of data and materials
	Ethics approval and consent to participate
	Consent for publication
	Competing interests
	Author details
	References
	Publisher’s Note

