
Received: 11 June 2020 - Revised: 16 November 2020 - Accepted: 17 November 2020

DOI: 10.1002/pon.5604

O R I G I N A L A R T I C L E

Effects of a time out consultation with the general
practitioner on cancer treatment decision‐making:
a randomised controlled trial
Time out with the general practitioner and cancer treatment decision

Ietje A.A. Perfors1 | Eveline A. Noteboom1 | Niek J. de Wit1 |

Elsken van der Wall1 | Ella A. Visserman2 | Thijs van Dalen3 |

Marc A.M.T. Verhagen3 | Arjen J. Witkamp1 | Ron Koelemij4 |

Annebeth E. Flinterman3 | Eleonora B.L. van Dorst1 | Kim A.B.M. Pruissen‐Peeters4 |

Leon M.G. Moons1 | Franz M.N.H. Schramel4 | Marcel T.M. van Rens3 |

Miranda F. Ernst5 | Anne M. May1 | Charles W. Helsper1

1Julius Center for Health Sciences and Primary

Care, Internal Medicine and Oncology,

Surgery, Gynaecologic Oncology,

Gastroenterology, Universitair Medisch

Centrum Utrecht, Utrecht, The Netherlands

2Advocate Quality of Care, Dutch Federation

of Cancer Patient Organizations, Utrecht, The

Netherlands

3Surgery, Gastroenterology, Dermatology,

Pulmonology, Diakonessenhuis Utrecht,

Utrecht, The Netherlands

4Surgery, Dermatology, Lung Diseases and

Treatment, St. Antonius Hospital, Nieuwegein,

The Netherlands

5Surgery, Alexander Monro Clinics, Bilthoven,

The Netherlands

Correspondence

Eveline A. Noteboom, Universitair Medisch

Centrum Utrecht (UMCU), P.O. Box 85500,

3508 GA Utrecht, The Netherlands.

Email: gripstudie@umcutrecht.nl

Funding information

Danone Ecosystem Fund

Abstract

Objective: Improving shared decision‐making (SDM) enables more tailored cancer

treatment decisions. We evaluated a Time Out consultation (TOC) with the general

practitioner (GP), between cancer diagnosis and treatment decision, which aims at

supporting SDM and improving continuity of primary care. This study aims to evaluate

the effects of a TOC on perceived SDM, information provision and self‐efficacy.

Methods: This randomised controlled trial included newly diagnosed patients with

curable cancer (breast, lung, colorectal, gynaecologic and melanoma) from four

Dutch hospitals. Primary outcome is perceived SDM and secondary outcomes are

information provision and self‐efficacy.

Results: One hundred fifty‐four patients (control n ¼ 77, intervention n ¼ 77) –

female: 75%, mean age: 61 (SD�11.9). In the intervention group, 80.5% (n¼62) had a

TOC, of which 82.3% (n¼51) took place after treatment decision. Perceived SDM was

lower in the intervention group (� 8.9 [95% CI: 0.6–17.1]). Among those with a TOC

before treatment decision (n ¼ 11), perceived SDM was comparable to the control

group (66.5 � 27.2 vs. 67.9 � 26.1).

Conclusion: Even though patients are motivated to have a TOC, implementing a

TOC between diagnosis and treatment decision is challenging. Effects of a timely

TOC could not be established. Non‐timely TOC decreased perceived SDM. Planning

of the TOC should be optimised, and future research should establish if adequately

timed TOC results in improved SDM in cancer patients.
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1 | BACKGROUND

Cancer is the second leading cause of death globally. In 2018, over 17

million people worldwide were diagnosed with cancer, a number that

is expected to reach 21 million patients by the year 2030.1 As cancer

mainly affects the elderly, the increase is to a large extent caused by

ageing.

Cancer treatment should be personalised. This means that,

besides tailoring treatment choice to tumour characteristics, for

every patient, the treatment option should be chosen which best fits

a patient's preferences and circumstances. This is increasingly

complex because of several reasons. First, the spectrum of treatment

modalities for cancer expanded in recent years. Second, comorbidity

is common among cancer patients and may interfere with cancer

treatment.2–4 Furthermore, treatment decisions become more

complex at higher age, due to comorbidities, declining life expec-

tancy, and changing life perspectives and priorities. Consequently,

personalised treatment decisions require a balanced decision‐making

process between patients and healthcare professionals, with thor-

ough weighing of curative treatment options in the light of patient

preferences and personal context.

Although many general practitioners (GPs) do participate in care

before diagnosis of cancer, structural guidance and care by the GP

starting from the moment of diagnosis onwards is uncommon.5 In view

of their position, this seems to be a missed opportunity. GPs are well

equipped to support the patient during their cancer care pathway: they

usually have a longstanding and personal relationship with their

patients and work with an integral and personalised approach,

including psychosocial support. In that regard, of all caregivers

involved, GPs are probably best positioned to balance treatment

options in the perspective of the patient's medical history and personal

preferences.6,7 It is therefore that professional and patient organisa-

tions advocate a structured and expanded role for the GP in the cancer

care pathway, starting from the moment cancer is diagnosed.6

Personalised cancer care requires active involvement of the

patient in treatment decision by shared decision‐making (SDM). For

successful SDM in complex decisions, several steps are required, that

is, creating awareness of choice, explanation of treatment options,

consideration of the treatment options provided and making an

informed choice.8 Research suggests that SDM improves knowledge

and understanding of treatment options,9–11 creates more realistic

expectations,9 and better matches patient's preferences and subse-

quent treatment decisions.9 Moreover, patients feel better

informed,12 are more determined on their personal values 12 and

experience better communication with their practitioner.9–11

Adequate SDM may also improve medication adherence,11 mental

health‐related quality of life13 and reduce healthcare costs.14 Several

large studies have demonstrated that patients want to be involved in

decision‐making.15–17 Additionally, a recent survey in the

Netherlands among 4700 patients treated for cancer showed that

the majority of patients prefer their GP to be involved, as the GP can

help to create awareness of choice and can prepare the patient for

the treatment decision in the hospital.18

So far, the effectiveness of GP involvement in SDM for cancer

treatment decisions has not been evaluated. In the randomised

controlled GRIP trial, we evaluate the effects of providing structural

follow‐up care from primary care during cancer treatment in hospital.

This follow‐up care starts with a Time Out consultation (TOC)

between patient and GP immediately after cancer diagnosis. Here we

report the effects of a TOC after a cancer diagnosis for patients

treated with curative intent, on patient‐perceived SDM, information

provision and perceived self‐efficacy.

2 | METHODS

2.1 | Design

The GRIP trial is a multicentre randomised controlled trial following

the patient from cancer diagnosis until 3 months after the completion

of primary treatment with a maximum of 1‐year follow‐up. The study

was conducted in four Dutch hospitals between April 2015 and May

2017 in the region of Utrecht, the Netherlands. In addition to the

usual hospital care, patients randomised to the GRIP intervention

group were offered structured follow‐up guidance from primary care

consisting of two components: (1) a TOC with the GP and (2)

structured follow‐up during cancer treatment by a primary care

oncology nurse and the GP. For full exploration and understanding of

the effects of the first component (TOC), we report these effects in

this paper separately. As follow‐up care was delivered after, and

independently from the TOC, we expect no interference. The GRIP

study protocol was published previously.19 The study protocol was

assessed by the Medical Ethical Committee of the University Medical

Center Utrecht and was considered non‐eligible for full ethical re-

view according to Dutch law (METC number: 15‐075/C). This study

was performed in accordance with the Helsinki Declaration 1975.

The GRIP trial is registered in the ‘Netherlands Trial Register’ (Trial

number: NTR5909).

2.2 | Patient and public involvement

The Dutch Federation of Cancer Patient Organizations (NFK) was

part of the GRIP project group. NFK contributed to the definition of
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research priorities, participated in the intervention and study design,

including the choice of outcome measures (SDM). NFK also contrib-

uted to the writing of the manuscript.

2.3 | Study population and setting

Patients were eligible for participation if they were aged 18 or over,

newly diagnosed with either breast cancer, colorectal cancer,

gynaecological cancer, lung cancer or melanoma, and scheduled for

curative treatment (usually stages I–III and, in rare cases, stage IV).

Patients were excluded in case of major psychiatric diseases,

personality disorders, inability to fill in questionnaires, or if the

patient's GP worked outside the study area, did not agree to

participate, or if the patient already started cancer treatment.

2.4 | Recruitment and randomisation

After diagnosis, eligible patients were approached for participation

by their treating physician or oncology nurse in the treating hospital.

If patients consented, they were contacted by the researchers by

phone the (working) day after diagnosis to verify eligibility and pro-

vide further study information. Upon confirmation of willingness to

participate, patients were randomised. Equally allocated (1:1)

randomisation was performed by using an online computerised ran-

domisation module provided by an independent data centre of the

UMC Utrecht. Minimisation was applied to ensure balance between

groups regarding treating hospital and cancer type. Due to the nature

of the intervention, patients, healthcare providers and researchers

extracting data from the electronic medical record (EMR) could not

be fully blinded for the intervention. All participants gave verbal and

written consent for participation.

2.5 | Usual care

All patients received cancer care as usual in the hospital, which is to a

large extent protocolised. Protocols for curative treatment vary

according to cancer type and patient and disease characteristics. In

general, additional investigations are required such as determination

of laboratory values and imaging, and multidisciplinary team

discussions on treatment options. In one or more consultations with

the medical specialist, the diagnosis is explained to the patient, in-

formation about cancer and treatment options is given, and the final

treatment decision is made.

Involvement of the GP following primary cancer diagnosis varies

between hospitals, specialists and GPs. In general, the GP is informed

about the diagnosis by phone or by mail through electronic data

interchange after the multidisciplinary team reaches consensus on

the diagnosis and treatment. Thereafter, contact between the GP

and the patient depends on the individual initiative of either the GP

or the patient.

2.6 | Intervention: the time out consultation

All patients received usual care as described previously. In the same

call as in which patients were included, patients in the intervention

group were asked to schedule a TOC with their GP immediately after

randomisation to prepare for the final treatment decision. The TOC

was a 20‐min consultation with the GP. The aim of the TOC was to

improve the SDM process and improve continuity of primary care.

For this consultation, the GP was instructed to give psychosocial

guidance, including discussing the impact of diagnosis and conse-

quences. Furthermore, the GP was instructed to check patient's un-

derstanding of information, to create awareness that a choice of

treatment exists, and to stimulate the use of the ‘three‐questions’

model during the specialist consultation on the final treatment de-

cision. The three‐questions model is developed to support patient

involvement and information exchange when discussing therapeutic

options in medical care.20 The three questions are: What are my

options? What are the possible benefits and harms of those options?

How likely are the benefits and harms of each option to occur for

me?20

Participating GPs received information on the GRIP study by

their GP cooperative organisations. The GPs of patients who were

randomised to the intervention group were trained by phone on the

content of the GRIP intervention by the researcher after the patient

consented to participate. During this telephone contact, the

researcher provided the necessary instructions to perform a TOC. In

addition, information on the steps GPs were expected to take was

given by email and through a website.

2.7 | Outcomes

To report the primary outcome (perceived level of SDM) and

secondary outcomes (received information and perceived self‐
efficacy), patients filled in three validated questionnaires 2 weeks

after inclusion (T1) online or, if preferred, on paper, which was after

the TOC and after the treatment decision had been made. Only

perceived self‐efficacy was measured at both baseline (i.e., after

randomization) (T0) and T1. Non‐responders were sent two auto-

matic reminders by mail after 2 and 5 days, and were contacted by

phone by the researcher if non‐response maintained.

2.8 | Primary outcome

The perceived level of SDM was measured using the Shared Deci-

sion‐Making Questionnaire (SDM‐Q‐9), which contains nine items

with a six‐point Likert scale and focuses on the decision process in

the hospital.21 A score was calculated, which ranged from 0 to 100

and a higher score indicated higher perceived SDM. During the trial

(26 January 2016), the following question was added to get more

specific information about the role of the GP in SDM: ‘My GP helped

me make my choice of treatment’, since the original questionnaire did
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not evaluated the coaching physician. The question was analysed

separately for 84 patients (see Table 2).

2.9 | Secondary outcomes

Received information was assessed using the European Organisation

for Research and Treatment of Cancer Quality of Life Group infor-

mation questionnaire, we used the Dutch version of the EORTC‐info25

which contains two extra questions on alternative medicine and a

patient held record. The 27‐item cancer‐specific questionnaire had a

four‐point Likert scale.22 This questionnaire assessed the amount of

information received on multiple cancer‐related themes (diagnosis,

medical tests, treatments, other services, places of care and self‐help),

the satisfaction and usefulness of received information. With the items

a score was calculated, which ranged from 0 to 100. A higher score

indicates a better perceived information provision.

Self‐efficacy is defined as ‘the individual's capacity to produce

desired effects’. 23 Perceived self‐efficacy was measured using the

Perceived Self‐Efficacy in Patient–Physician Interactions (PEPPI‐5)

questionnaire, which contains 10 items with a five‐point Likert

scale.24 With these items, a score was calculated which ranged from

5 to 25. A higher score indicates higher perceived self‐efficacy.

2.10 | Intervention adherence

Adherence to the protocol for the consistency, content and planning

of the TOC were assessed using the free text in the GP's EMR in the

intervention group. EMR data are registered for each GP consulta-

tion as part of usual care. Performance of the content of TOC ac-

cording to protocol was confirmed if the free text referred to

components of the TOC intervention (TOC content or references to

the GRIP study). Timing of the TOC according to protocol was

defined as a TOC between diagnosis and treatment decision. Dates

from the primary care and hospital EMR were used. Consultations in

the control arm were evaluated for contamination, defined as a

consultation in which the patient was empowered for SDM or the

treatment has been discussed before filling out the SDM

questionnaire. All GP consultations within 2 weeks of inclusion were

registered in both groups.

2.11 | Data collection

Patient characteristics were obtained from the questionnaires

collected directly after inclusion (baseline). Data extraction at base-

line, including the number of GP contacts (year prior to inclusion),

was performed in the free text and coded routine care data from the

EMR of each GP practice. GP characteristics at T0 and rurality were

collected from public Dutch online databases for GP experience.25,26

Comorbidities, date of diagnosis, cancer stage and treatment

decision were extracted from the EMR in the hospital. For

comorbidities we registered if a patient had pulmonary disease,

cardiovascular disease, endocrine disease, neurological pain, neuro-

logical disability, psychological disease, skin disease, locomotor dis-

ease, urogenital disease, sensory disease and/or a neoplasm. The

moment of treatment decision was defined as the moment the pa-

tient agreed with or chose the treatment.

2.12 | Sample size

The sample size was based on the primary outcomes of the GRIP

study, that is, satisfaction with care and healthcare utilisation at 3

months after the end of therapy (excluding hormone therapy) or

maximal of 1 year after T0 if treatment duration exceeded 9 months.

We assumed a medium effect size (0.5) to be a relevant difference

between the two study groups. Using a power of 0.8 and an alpha less

than 0.05, at least 64 patients per study group were required. Ac-

counting for an estimated dropout of 15%, 75 participants in each

group were needed.19

2.13 | Statistical analysis

The study population was described descriptively. Intervention

effects compared to usual care were analysed following the

intention‐to‐treat principle. Additionally, outcomes were described

stratified for patients with a TOC before treatment decision (conform

protocol), a TOC after treatment decision and no TOC.

Paired sample t‐test was used to calculate mean changes and

95% confidence intervals of self‐efficacy from baseline to T1 within

groups. ANOVA was used to calculate between‐groups differences (i.

e., intervention vs. control group) at T1 (for all outcomes), adjusted

for stratification factors (i.e., hospital and cancer type) and baseline

measurements if present. Additional adjustment for comorbidity

(none vs. any) was done because of potentially relevant group dif-

ferences at baseline.

All analyses were performed with IBM SPSS 25.0.0.2 and

statistical significance was set at p < 0.05.

3 | RESULTS

3.1 | Study population

In total, 396 patients were approached for participation in the

treating hospital (Figure 1). Sixty‐five patients could not be included,

60 because they did not meet inclusion criteria and 5 because they

could not be contacted. Of those invited to participate, 177 patients

declined, with main reasons: ‘too much of a burden shortly after

diagnosis; and ‘no extra guidance needed’. Finally, 154 patients were

randomised to either the intervention (n ¼ 77) or the usual care

control group (n ¼ 77) (Table 1). The 154 patients were registered

with 119 different GPs from 79 different GP centres.
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Patients in the intervention and control group were comparable

with respect to baseline characteristics, except for the proportion of

patients with comorbidities, which was higher in the intervention

group (67.5%) as compared to the control group (49.4%) (Table 1).

The majority of patients had either breast (51%) or colorectal (25%)

cancer. Most patients (75%) were female, and the mean age was 61

(SD � 11.9 years).

Most GPs of the study population worked in an urban setting

(62%) and had a median work experience of 16 years (IQR 11–25.3).

3.2 | Implementation of Time Out consultation

In the intervention group, 80.5% (n ¼ 62) of the patients had a TOC

(a GP consultation that included the elements of the TOC). However,

only 17.7% (n ¼ 11) had the TOC scheduled according to protocol,

that is, between diagnosis and final treatment decision.

The median time from diagnosis to TOC was 7 days (IQR 6–12) in

the 11 patients in whom the TOC could be scheduled according to

protocol and 16 days (IQR 11–23) if the TOC was planned after the

treatment decision. The median time from diagnosis to treatment

decision was 13 days (IQR 8–14) for those with a TOC before treat-

ment decision, 5 days (IQR 1–7) for those with a TOC after the

treatment decision and 5 days (IQR 0.50–9.75) for patients without a

TOC. In the intervention group, 22% (n ¼ 17) of the patients received

the diagnosis and treatment decision on the same day, and 51%

(n¼ 39) within 7 days. In the control group, the median number of days

between diagnosis and treatment decision was 6 days (IQR 2–10).

GP consultations (including non‐TOC) within 2 weeks after

diagnosis took place in 53.2% (n ¼ 41) of the patients in the inter-

vention group and in 33.8% (n ¼ 26) of the control group. Potential

contamination (i.e., a GP having seen an intervention patient before

seeing a patient from the control arm) occurred in two patients in the

control arm.

3.3 | Perceived shared decision‐making

Perceived SDM was significantly lower in the intervention

group compared to usual care (between‐group difference: 8.9

[95% CI: 0.6–17.1]) (Table 2). Additional adjustment for comorbidity

yielded a comparable non‐significant between‐group difference

F I G U R E 1 Consolidated Standards of Reporting Trials (CONSORT) flow diagram of the GRIP study after 2 weeks (T1)
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T A B L E 1 Baseline characteristics of the study participants, intervention patients divided into groups based on TOC timing

Intervention

(n ¼ 77)

TOC before treatment

decision (n ¼ 11)

TOC after treatment

decision (n ¼ 51)

No TOC

(n ¼ 12)a Control (n ¼ 77)

Female N (%) 57 (74.0) 8 (72.7) 37 (72.5) 10 (83.3) 58 (75.3)

Age mean (�SD) 61.8 (11.4) 62.4 (8.7) 61.4 (11.0) 61.3 (15.6) 59.3 (12.2)

Cancer type N (%)

Breast 38 (49.4) 6 (54.5) 24 (47.1) 8 (66.7) 40 (51.9)

Colorectal 20 (26.0) 4 (36.4) 14 (27.5) 2 (16.7) 18 (23.4)

Melanoma 13 (16.9) ‐ 9 (17.6) 2 (16.7) 11 (14.3)

Lung 3 (3.9) ‐ 3 (5.9) ‐ 2 (2.6)

Gynaecologic 3 (3.9) 1 (9.1) 1 (2.0) ‐ 6 (7.8)

Hospital setting N (%)

Academic 22 (28.6) 6 (54.5) 13 (25.5) 2 (16.7) 24 (31.2)

Non‐academic 55 (71.4) 5 (45.5) 38 (74.5) 10 (83.3) 53 (68.8)

Cancer stageb N (%)

0 2 (2.6) ‐ 2 (3.9) ‐ 2 (2.6)

I 34 (44.2) 4 (36.4) 21 (41.2) 7 (58.3) 34 (44.2)

II 22 (28.6) 2 (18.2) 15 (29.4) 4 (33.3) 27 (35.1)

III 18 (23.4) 5 (45.5) 12 (23.5) 1 (8.3) 14 (18.2)

IV 1 (1.3) ‐ 1 (2.0) ‐ ‐

Education

Low 32 (41.6) 5 (45.5) 20 (39.2) 5 (41.7) 25 (32.5)

Middle 13 (16.9) 1 (9.1) 10 (19.6) 2 (16.7) 18 (23.4)

High 32 (41.6) 5 (45.5) 21 (41.2) 5 (41.7) 34 (44.2)

Number of comorbidities (N %)

None 25 (32.5) 5 (45.5) 15 (29.4) 5 (41.7) 39 (50.6)

≥1 52 (67.5) 6 (54.5) 36 (70.6) 7 (58.3) 38 (49.4)

Number of GP contacts (year prior

inclusion) median (Q1–Q3)

7 (4.0–0.0) 7 (3.0–10.0) 6 (3.0–9.0) 8 (6.0–12.3) 6 (3.5–11.0)

Perceived self‐efficacy (PEPPI‐5) mean

(�SD)

21.0 (�3.3) 21.3 (�2.4) 21.2(�3.0) 21.5 (�3.8) 21.5 (�3.0)

GP years of working experience median

(Q1–Q3)

17 (12.0–25.5) 26 (10.0–34.0) 16 (12.0–22.0) 20 (12.3–27.5) 16 (10.5–24.5)

GP setting N (%)

Urbanc 51 (66.2) 7 (63.6) 36 (70.6) 6 (50) 45 (58.4)

Between rural and urband 14 (18.2) 1 (9.1) 9 (17.6) 3 (25) 15 (19.5)

Rurale 12 (15.6) 3 (27.3) 6 (11.8) 3 (25) 17 (22.1)

Abbreviations: SD, standard deviation; Q1, Interquartile range at 25%; Q3, Interquartile rage at 75%; TOC, Time Out consultation; PEPPI, Perceived

Self‐Efficacy in Patient–Physician Interactions.
aExcluding lost to follow‐up, n ¼ 3.
bStage based on clinical TNM classifications.
c≥1000 addresses per km2.
d1000–1500 addresses per km2.
e≤1000 addresses per km2.
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(8.4 [95% CI: � 0.0–16.8]). In the 11 intervention patients with a TOC

planned according to protocol, perceived SDM was comparable to

the control group 66.5 (�27.2) versus 67.9 (�26.1), respectively.

3.4 | Received information

Levels of perceived information provision in the two study arms did

not differ for all topics: ‘Disease’, ‘Medical tests’, ‘Treatment’, ‘Other

services’, ‘Places of care’, ‘Self‐help’, ‘Satisfaction with the amount of

information’ and ‘Helpfulness of information’ (Table 2).

3.5 | Self‐efficacy

Self‐efficacy in the intervention group improved significantly from

baseline to T1, with a mean difference of 1.1 (95% CI, 0.4‐1.8).

For the control group this within mean difference was 0.5 (95%

T A B L E 2 Results of perceived shared decision‐making, provided information assessment and self‐efficacy

Intervention

(n ¼ 74)

TOC before

treatment
decision

(n ¼ 11)

TOC after

treatment
decision

(n ¼ 51)

No TOC

(n ¼ 12)

Control

(n ¼ 74)

Estimated

mean difference
between study

groups (95% CI)

Perceived shared decision‐making

T1 mean score (�SD) 59.2 (�27.9) 66.5 (�27.2) 55.7 (�28.7) 67.2 (�23.8) 67.9 (�26.1) � 8.9 (� 17.1; � 0.6)

� 8.4b (� 16.8; 0.0)

GP involved in treatment decisiona n ¼ 40 n ¼ 6 n ¼ 27 n ¼ 7 n ¼ 44

T1 percentage agreement

‐ Completely disagree 70.0% 50.0% 66.7% 100% 68.2%

‐ Strongly disagree 12.5% 0.0% 18.5% 0.0% 6.8%

‐ Somewhat disagree 0.0% 0.0% 0.0% 0.0% 4.5%

‐ Somewhat agree 2.5% 0.0% 3.7% 0.0% 6.8%

‐ Strongly agree 7.5% 16.7% 7.4% 0.0% 6.8%

‐ Completely agree 7.5% 33.3% 3.7% 0.0% 6.8%

Information assessment of patients

T1 mean score (�SD)

‐ Disease 58.1 (�22.6) 57.6 (�24.3) 56.4 (�21.9) 66.0 (�24.2) 59.9 (�21.7) � 1.4 (� 8.7; 5.9)

‐ Medical tests 73.4 (�24.0) 82.8 (�21.3) 71.7 (�24.7) 72.2 (�23.0) 75.5 (�22.2) � 2.2 (� 9.8; 5.5)

‐ Treatments 41.9 (�21.0) 49.4 (�25.1) 38.1 (�17.7) 51.2 (�26.7) 45.1 (�20.5) � 3.1 (� 9.9; 3.7)

‐ Other services 27.8 (�25.8) 26.5 (�20.7) 24.1 (�21.5) 44.4 (�39.5) 28.0 (�25.0) � 0.5 (� 8.7; 7.6)

‐ Places of care 27.9 (�33.6) 18.2 (�22.9) 28.8 (�32.7) 33.3 (�44.9) 22.5 (�28.7) 4.2 (� 6.0; 14.5)

‐ Self‐help 40.1 (�35.7) 42.4 (�42.4) 38.6 (�32.9) 44.4 (�43.4) 43.7 (�32.6) � 4.3 (� 15.5; 6.9)

‐ Satisfaction with information 75.2 (�23.4) 75.8 (�26.2) 74.5 (�23.7) 77.8 (�21.7) 75.2 (�23.4) � 0.5 (� 8.2; 7.2)

‐ Helpfulness of information 79.3 (�21.9) 81.8 (�22.9) 77.8 (�22.8) 83.3 (�17.4) 76.6 (�21.9) 2.3 (� 4.9; 9.6)

Perceived Efficacy in Patient–Physician Interactions

T1 mean score (�SD) 22.3 (�2.4) 22.8 (�2.4) 22.1 (�2.5) 22.7 (�2.2) 22.1 (�2.9) 0.4c (� 0.4; 1.1)

0.3d (� 0.5; 1.1)

Mean difference (�SD) T1 � T0 within

groups (95% CI)

1.1 (0.4; 1.8) 1.5 (‐0.7; 3.8) 1.0 (0.1; 1.9) 1.2 (‐1.0; 3.4) 0.5 (� 0.1; 1.2)

Abbreviations: PEPPI, Perceived Self‐Efficacy in Patient–Physician Interactions; SD, standard deviation; TOC, Time Out consultation; T0, baseline

measurement; T1, assessment after 2 weeks.
aQuestion was added after the trial started.
bAdded correction comorbidities (none; ≥1 comorbidities).
cAdded correction PEPPI at baseline.
dAdded correction PEPPI at baseline and comorbidities (none, ≥1 comorbidities).
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CI, ‐0.1‐1.2). No significant between group difference was found:

0.4 (95% CI, ‐0.4‐1.1) (Table 2).

4 | DISCUSSION

This study aimed to evaluate the effects of a TOC with a GP shortly

after a cancer diagnosis for patients scheduled to be treated with

curative intent, on perceived SDM, received information and

perceived self‐efficacy. Although the TOC was well accepted by pa-

tients (80.5% did make an appointment with the GP after diagnosis),

only one‐fifth was adequately planned, that is, before a treatment,

decision was made in the treating hospital. Therefore, we could not

adequately evaluate if there is a benefit from the TOC on the SDM

process. A GP consultation post the treatment decision resulted in

lower SDM. Moreover, 34% of the patients in the control group had

contact with their GP in 2 weeks after diagnosis and 20% indicated

that their GP was involved in treatment decision‐making.

It appeared to be challenging to plan a TOC preceding the

treatment decision. This can be explained by the fact that current

time interval between diagnosis and therapy decision is (too) short.

For 22% of the patients, who were mainly patients with breast cancer

or melanoma, the treatment decision was made on the day of the

diagnosis. For half of all patients, a decision was made within 7 days.

The assumption that a short time to decision hampers TOC planning

according to protocol is supported by the observation that the time

between diagnosis to therapy decision was short (median 5 days) for

those patients who had the TOC after treatment decision. Also,

participating clinicians report that the current cancer care pathway is

focused on rapid diagnostics27 and early start of treatment. Delayed

TOC planning in this study may also be partly related to the time

required for patients to consider study participation. Finally, delayed

TOC planning may also be related to the pragmatic design of our

study: instead of the research team or the hospital scheduling the

TOC for the patient, we decided to leave this responsibility to the

patient, thus reflecting current daily care practice. In the short and

stressful period between diagnosis and therapy choice, scheduling a

TOC may not have been feasible for the majority of patients.

Our results show that perceived SDM was lower if a TOC was

planned after the treatment decision. The most likely explanation is

that patients perceive SDM more negatively if they are informed and

coached on the added value and possibility of SDM, after the possi-

bility to actually apply SDM has already passed.

Compared to the literature, the number of patient‐initiated GP

contacts after diagnosis was high. In previous studies, which aimed to

involve the GP in cancer care, the uptake of interventions was

generally between 27% and 60%, as compared to more than 80% in

our intervention group.28–30 Even though we did not find a beneficial

effect on the SDM process, the TOC may have an effect on the

second aim of the TOC: continuity of primary care. On the short

term, patients visited their GP more often in the intervention arm

compared to the control arm. Results on continuity of primary care

along the cancer care continuum will be published elsewhere.

4.1 | Study limitations

This study has several strengths and limitations. The present study

contributes evidence from a pragmatic, well‐powered randomised

controlled trial to the scarce knowledge on SDM interventions for

curative cancer treatment involving the GP. Another strength is the

full access to the free text and coded routine care data from the EMR

of each general practitioner practice; therefore, adherence could be

assessed. However, we did not record the TOC, and therefore, we

were not able to assess the compliance to the detailed intervention

delivery across GPs. Therefore, future studies should consider the

option to record the TOC. In addition, future studies could evaluate

the role of the GP in monitoring and evaluation of cancer treatment.

Another limitation is that breast cancer patients are over‐
represented, which might make the results less generalisable to the

total cancer patient population.31 Over‐representation of breast

cancer is often seen in cancer research,32 probably due to the high

incidence of breast cancer, and the fact that the breast cancer care

path is usually highly structured, which facilitates recruitment. Also,

our study focuses on cancer patients treated with curative intent and

findings cannot be generalised to those treated with palliative intent,

because the SDM process and the added value of the GP may well be

different. This is supported by a recent non‐controlled study, which

suggested that patients and health care workers (GPs and treating

physicians) experienced improvement in the SDM process after

implementing a similar TOC, among palliatively treated cancer

patients.33 One reason for a potential difference in effect is that

curatively treated patients might not always experience having a

treatment choice.34,35 In addition, 66 (19.3%) of the eligible patients

were not included in our study because they expressed ‘no wish for

extra guidance’ or ‘GP‐related’ reasons. This selection resulted in a

study population whose wish for additional contacts with their GP

may be relatively strong. Furthermore, patients and healthcare

providers could not be blinded due to the nature of the intervention,

which might have influenced the outcomes, but the healthcare

providers were not actively informed about group allocation. We did

not collect information on whether the specialists in the hospital

treated patients in both groups. We assume that randomisation

accounts for it, but we cannot exclude an imbalance. Moreover, we

were not able to assess which actor or actors delayed the planning of

the TOC. In addition, we cannot exclude that the GP provided

contradicting information on the treatment decision. Last, during the

development of the intervention, we involved the NFK and the

participating general practitioners, but hospital care professionals

had less input in the development of the intervention, which may

have hampered implementation of the TOC.

4.2 | Clinical implications

The clinical implications of this study are not easy to define. Our

study demonstrated that in the present cancer care continuum, it is

logistically difficult to adequately plan a TOC in primary care
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between diagnosis and treatment. This seems mainly due to the

urgency to start treatment after a cancer diagnosis. Besides

hampering TOC implementation, this perceived urgency may impede

the potential to reflect on the optimal therapy choice by obstructing

the deliberation process. This study also showed that the majority of

patients were motivated to consult the GP in preparation for the final

treatment decision with the specialist. Hence, to evaluate the effects

of a TOC, the planning of the TOC needs to be optimised. An

important message from this study is that to ensure that the TOC is

effectively incorporated in the decision process, the hospital team

should initiate the planning of the TOC with the GP. Moreover, to

optimally involve the GP in shared decision‐making in cancer care,

the GP should participate in multidisciplinary team meetings.

5 | CONCLUSION

In conclusion, planning a TOC in primary care between diagnosis and

treatment decision for cancer patients treated with curative intent

was challenging due to the short time between diagnosis and

treatment choice. Although patients' acceptance was high, given the

high uptake of the intervention, the majority of TOC in our study was

planned after the treatment decision has already been made. Effects

of a timely TOC could therefore not be established. Non‐timely TOC

decreased perceived SDM. Planning of the TOC should be optimised,

and future research should establish if adequately timed TOC result

in improved shared decision‐making in cancer patients.
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