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1. Context and objectives of the study
· Context of the study

The national Cancer Plan has been launched in 2008. The first evaluation
, performed in 2012 by the Cancer Centre, brought evidence of its added value for cancer control in Belgium, but also for additional efforts. One of these efforts relates to the social and professional live of cancer survivors. The Federal Minister charged the Cancer Centre to deepen this theme and to suggest measures to improve this aspect. 
In June 2013, the Cancer Centre set up a working group to reflect on the socio-professional reintegration of cancer patients. After one year and half, the working group came to four main conclusions
 :
· The (remaining) capacities of cancer patients need to be better assessed to ensure the development of an adequate professional reintegration project;
· There is a role for intramural health professionals for preventing the long-term sickness absence and providing information that needs to be explored and developed;

· The information and communication between healthcare professionals and with the patients’ needs to be enhanced; 
· The dialogue and consultation between competent Ministries at federal, regional and community levels need to be organized.
This study takes place in the framework of the second conclusion and aims at  bringing evidence to provide useful recommendations regarding the role of intramural health professionals.
· Description of objective(s)
At the moment, in Belgium, the professional aspects of cancer patient’s lives are not systematically, addressed by intramural health professional and are not one of their –official- prerogatives. When the issue comes on board it is generally because the patient needs the prolongation of its sickness certificate. As the intramural health professional are the first in contact with the patients and benefit from their confidence, one should envisage a role for them in the professional reintegration process.
This pilot study aims at testing the feasibility of the involvement of intramural health professionals in the support of cancer patients to their return-to-work (RTW), in order to better prepare them and to avoid long-term sickness absence.
· Do these professionals have sufficient knowledge about the social security system?;
· Do this new prerogative represent an important burden for the professionals?;
· What are the needs of the professionals to organize the support and the sensitization for the RTW of cancer patients (in terms of knowledge, tools, information)?;

More specifically, we will assess the –current- capacity of intramural health professionals to provide useful (basic) information to cancer patients regarding to their rights and duties and the possibilities that the social security system offers, but also regarding the role of the main extramural actors.

A second objective is to assess the acceptability of this (potential) new role of intramural health professionals for cancer patients. 
2. Scientific relevance

· Scientific background

In Belgium, in 2011, more than 60.000 new diagnosis of cancer were registered, among which almost 40% were patients in the working age. In addition, the incidence and survival rates increases, leading to an increase of the prevalence of cancer survivors.  The number of cancer workers remaining outside the labour market is an important burden for the social security system and for the quality of life of survivors and their family.
An important factor for the success of the RTW of cancer patients is the time spent in sickness absence. This time varies according to treatment-related aspects, but the longer time goes the more difficult is the RTW. As the actors who are first in contact with these patients and who can therefore prevent this long period are the intramural health professional, their role need to be investigated and adapted.
The Cancer Centre conducts this pilot study in order to (1) test the feasibility of the involvement of health professionals in the early sensitization of cancer workers and to (2) provide  evidence for the preparation of measures/recommendations/initiatives to support the earlier socio-professional reintegration of cancer workers.

· Public health relevance

During the last decade, progress in early cancer diagnosis and treatment resulted in significant decrease of cancer mortality rates in developed countries. However, cancer incidence and prevalence at the population level are still increasing though. Despite the progress made in treatment techniques, cancer survivors have to live with short and long-term side and late effects. These lasts -whether physical or emotional- can negatively impact all aspects of their lives, including their ability to maintain a professional activity.

Beside the quality of life, the (non)RTW of cancer workers represents an important economic burden and given the increasing prevalence of cancer survivors, their socio-professional reintegration becomes an important matter for all healthcare and social security systems. 

The identification of a clear pathway for the socio-professional reintegration of cancer workers, with the role of each actor (health professionals and social workers) will enable a better care of the physical and psychosocial aspects that impede the quality of life of cancer patients having survived.

3. Definitions and abbreviations
FOREM – Service public de l'emploi et de la formation en Wallonie
VDAB – Vlaamse dienst voor Arbeidsbemiddeling
ACTIRIS - Regional employment office of Brussels-Capital
NIHDI – National institute of health and Disability Insurance
IPH – Scientific Institute of Public Health
CC – Cancer centre

OCC – oncological care coordinator
SS – social service

4. Methods

Description of the overall study and methods
Three hospitals having expressed their interest in the topic have been selected to participate (one in each of the three regions of the country). Each of these hospitals has to recruit 75 cancer patients, having a work status at the moment of diagnosis and receiving a curative treatment. In total, a maximum of 225 cancer patients will be surveyed. 

At the occasion of the kick-off meetings, in each participating hospital, briefing of health professionals will be organised with practical and informative presentations about the role of medical advisors (from the compulsory health insurances), occupational physicians and the different possibilities that the Belgian social security system offers to help the professional reintegration of ill-workers.
For each of the included patients, the intramural health professionals fill questionnaires about their health, social and professional status. The aim of these questionnaires is to allow the health professionals to address the professional issue(s) with their patients and to have an overall/comprehensive picture of the socio-professional status of their patients. 
In addition of these questionnaires we provide some tools to be used: explanatory fiches about the role of extramural actors and folders addressed to the patients, about the procedures and the existing measures for the RTW of ill-workers.
These tools (mainly sources of information) could evolved alongside the study, according to results from the interim reports, if important needs are reported.
Results from the questionnaires, interim reports and the three final focus groups (one per hospital at the end of the year) will be analysed in order to answer our main research questions:
· Is this new prerogative feasible?;
· Have the health professionals sufficient knowledge and information to share with the patients?;

· Do the questionnaires help health professionals in (1) addressing the professional issue with their patients and (2) to collect –sufficient- information on physiological and mental difficulties impeding the RTW of cancer patients;
· Is this new prerogative acceptable for the patients?;

· What are the needs (resources, tools, training and information) of health professionals to organize the support and the sensitization of their cancer patients?
· Study design: a one year prospective cohort study
Feasibility study: To our knowledge, no other study of this kind (involving cancer patients, health professionals, social workers and regional responsive of the professional re-integration) has been conducted in Belgium. This pilot study is therefore a feasibility study which aims at testing the feasibility of an early sensitization of cancer patients that relies on the collaboration of actors with the specific aim to identify the needs of health professionals to provide the adequate support to (working) cancer patients.
· Study period: September 2014 – June 2016:
· Unpublished negotiated procedure and selection of participating hospitals: September 2014 – December 2014
· Agreement from the Ethical Committee – September 2015
· Kick-off meetings: February 2015
· Patient’s recruitment: February  2015 – April 
· Follow-up and data registration: February 2015 – April 2016
· Data analysis: June 2015 – April 2016
· Final report: June 2016
· Publication: January 2017

· Study population:
· patients with a working status (employees and self-employed) diagnosed with (all type of) cancer;
· subjects in the working age but no students, long-term unemployed or disabled patients (20 to 59 years old);
· patients with curative treatment (no palliative patients)
· Recruiting
In each of the three participating hospitals, the oncological care coordinators (OCC) identifies those patients who fill the selection criteria and invite them to participate. If the patient agrees to participate, he signs the informed consent. This procedure starts the enrolment of the patient in the pilot study.
2. Data management
Three sources of information will be analysed:

· The interim reports from health professionals regarding their experience in providing information and supporting cancer patients in their RTW;

· Answers to the questionnaires filled in by health professionals about the patient’s health, social and professional status;

· The focus group organized in each participating hospital at the end of the year of follow-up (with health professionals)

Data collection and data source: 
1. The web-based questionnaires about patients

In order to help and guide health professionals in addressing the professionals aspects of their patient’s life and the factors that could impede their professional re-integration, we have foreseen 5 questionnaires (Annex 1). 
The OCCs fill 5 web-based questionnaires, located on a secured website, called Platform for the Pilot Study, an extension of the website of the Cancer Centre. www.e-cancer.wiv-isp.be/twg1.

The first questionnaire, called the anamnesis aims at collecting data on the socio-demographic, medical and socio-professional profile of included patients.

Three follow-up questionnaires are fulfilled at month 3, 6 and 9. The last questionnaire, at month 12 draws an overview of the re-integration pathway, the role health and social professionals have had and the difficulties/opportunities encounter by the OCCs while supporting the patients in their preparation of RTW.
2. The interim reports
At three different moments (M4, 7 and 12) in the study, health professionals will be asked to report on their practice. 
These reports include close questions assessing different aspects of their (potential) new role, based on the Likert scale (Annex 2) and other are opened questions where they can provide feedback on their needs and the difficulties they encounter. They will be asked to report on :
· the information they had to provide to cancer patients;

· the information or knowledge they would have needed to better support and/or inform the cancer patients;

· the attitude of patients while addressing the professional issues;

· the limits they encounter (in terms of time, resources, knowledge, etc.)

3. The focus groups

At the end of the study, focus groups will be organized in each participating hospitals with the health professionals having been involved. These focus groups and the issues/questions to be discussed will be developed according to results from the interim reports with the aim to collect information on the needs of health professionals to be able to organize the support and the sensitization of cancer patients.
3. Data analysis 


· Results from questionnaires 

Different influencing factors (variables) are tested in order to allow health professionals who asked the questions to cancer patients to have a comprehensive overview of the health, social and professionals status of the patient and to increase the chance to identify the difficulties of patients regarding their RTW.

Longitudinal models are used for the analysis of studies where the value of the outcome and covariates for a typical sampled individual is measured at several different time points. In our study, we collect data at 3 months, 6 months, 9 months and 12 months after the diagnosis of cancer. This choice of follow-up times is driven by the follow-up check-up sessions of individuals diagnosed with cancer and according to oncological medical guidelines. Upon study entry, we will have obtained socio-demographic, health-related and job-related prognostic variables. The socio-demographic variables include: age at diagnosis, gender, region, marital status, maternal language. The health-related variables include: cancer site, cancer stage, relapse status, comorbidity status and lifestyles (smoking, alcohol consumption and physical activity). The job-related variables include: work status (yes/no), employment type and job categories. New series of observations on each individual are obtained at each of the follow-up time points. These are health-related variables: type of treatment, symptoms, physical disabilities, lifestyles, satisfaction with the work status and job-related variables (contact with the work environment, employment type and job categories). Participants in the study may skip a visit and participate in a later visit.

Our outcome variable is the binary variable work status (yes/no) at each of the follow-up time points.

Quality-of-life score is assessed at each of the follow-up time points.

The results of this analysis will be put in parallel with the results from the interim reports provided by health professionals to better assess and understand the profiles of patients who have been taken in charge by health professionals.
· The QoL of included cancer workers
Through the questions from the EQ-5D-5L tool (http://www.euroqol.org/about-eq-5d.html) we assess and follow the (changes in) the quality of life of included subjects. Intramural health professionals  will be provided with feedback about the results (through a score) so they can follow and QoL of their patients. 
7. Scientific Review
Regular follow-up will be organised with the participating hospitals, the partners (VDAB, ACTIRIS and FOREM), the NIHDI and the Cancer Centre to assess the implementation of the project in the hospitals, to identify and solve the difficulties, if any.
A Steering Committee is set up in order to ensure the quality of the study. Its members are from different field of work (epidemiology, sociology, social security experts, occupational medicine, etc.). 
Composition of the Steering Committee:

Dr. Saskia van den Bogaert

Celhoofd Organisatie van de Zorg DG Gezondheidszorg Acute, Chronische en Ouderenzorg FOD Volksgezondheid, Veiligheid van de Voedselketen en Leefmilieu
Stefaan Demarest

Researcher, Survey, Lifestyles and Chronic Diseases, Scientific Institute of Public Health (WIV-ISP)

Stefaan.demarest@wiv-isp.be
Dr. Sophie Cvilic
Radiothérapeute-Oncologue - Radiotherapeut-oncoloog
Chef du Service de Radiothérapie - Diensthoofd Radiotherapie
Coordinateur du Programme de soin oncologique

Coördinator van het Oncologisch Zorgprogramma

scvilic@clstjean.be
Frederic Maddalena

Coordinateur de soins en oncologie

Cliniques de Pathologies Tumorales du Côlon et du Rectum

Responsable de la Coordination de Soins en Oncologie
frederic.maddalena@uclouvain.be

Dr. Katrien Mortelmans 
Directeur Research, Innovation & Knowledge
Mensura EDPBW / SEPPT
katrien.mortelmans@mensura.be
Dr. Freddy falez

Médecin conseil analyste

direction médicale
Union Nationale des Mutualités Socialistes   

freddy.falez@mutsoc.be
Alain Piette
Attaché, SPF Emploi, Travail et Concertation sociale DG Humanisation du travail

Responsable de la Direction de la Recherche sur l'Amélioration des Conditions de Travail (DIRACT)

alain.piette@emploi.belgique.be
Véronique Crutzen

Conseillère, psychologue

SPF Emploi, Travail et Concertation sociale

Direction générale Humanisation du travail

Veronique.crutzen@emploi.belgique.be
A. 8. Organisation of the research project

Preparatory phase: September 2014 – January 2015

Presentation to the Ethical Committee (EC): January 2015

Approval from EC: September 2015

Starting patient’s recruitment: September 2015

Follow-up: September 2015 – March 2016
Analysis: April 2016 – August 2016

Final Report: September 2016
· Subcontracting

The STAT-Gent Crescendo assists the Cancer Centre for the statistical analysis of the data collected. 
Budgets were allocated to each participating hospitals.
· Institut Jules Bordet, Brussels
· CHC Liège, Liège
· Universitair Zienkenhuis Antwerpen, Antwerpen
9. Resources 
· Team  
Hospital’s teams: in each participating hospital, different actors are involved:
· The treating specialist(s) (oncologist, radiologist, surgeon);

· The social service;

· The oncological care coordinator;

· The occupational therapist;
· The (neuro)-psychiatrist or psychologist;
· …
The involvement of the health and social professionals will differ from one patient to another, according to his needs. This will be coordinated by the OCC, the oncologist and the social service.
The partners:

· Four partners participate in the pilot project. Three of them are those regionally responsive for the professional reintegration of unemployed:
· the VDAB is responsive for the Flemish part of the country and will support the work of the hospital selected in Flanders;

· ACTIRIS is the responsive for the Region of Brussels-Capital and will support the hospital selected in Brussels;
· The FOREM is responsive for unemployed people in Wallonia and will support the hospital selected in that Region;
· the NIHDI is responsive for the follow-up of the patients who enter in invalidity (long period of unemployment because of medical reasons), in the whole country. 
· Budget plan (optional)
Participating hospitals are paid according to the agreement signed with the IPH. 
10. Risk and benefits for participants (incl. privacy protection)
No risk for the patients can be detected. Their anonymity is secured by the coding their questionnaires. 
The pilot study receives the approval of the Ethical Committee of the University of Gent. Besides, the patients who agree to be included will sign an informed consent (see Annex 4).
11. Propriety rights of study material and results 

The IPH is the owner of the material collected and the results from the analysis. 
12. Communication of the results and reports
· Reporting mechanism
A scientific report will be drafted by the Cancer Centre, presenting the main outcomes and lessons from the pilot project in addition of results on the feasibility of the early sensitization of cancer patients about their socio—professional  re-integration. 

The results will also enrich and serve the work executed in the framework of the PhD thesis of Régine Kiasuwa.

A meeting will be organised by the Cancer Centre, by the end of the project with experts having participated in the working group, the participating hospitals, the partners and the NIHDI. 

· Publication plan: peer-reviewed publication and others (how, when, in which Journal)

If relevant, a peer-reviewed publication will be drafted by the Cancer Centre, presenting the results and the added value of such an early sensitization process for the socio-professional reintegration of cancer workers.
� The text of the evaluation is available at:  http://www.e-cancer.be/publications/Pages/default.aspx.


� The final report is available and freely downloadable via: � HYPERLINK "http://www.e-cancer.be" �www.e-cancer.be� .
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