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[bookmark: _GoBack]Application Form: Research Outline
max 16 pages – checklist page and attachments not included
(10 pt Arial font)
This form has been designed for the 2018 BeNeFIT call.
Guidance is provided in red text which should be deleted from the final submission. Applicants should read the Call text, available on the website of ZonMw and KCE, before completing this research outline form. After completion please convert to pdf and check carefully before uploading in ProjectNet.
	History of application, sponsor, national coordinator


History of application to ZonMw, KCE Trials and other funders: 
	If this project has previously been submitted to ZonMw, KCE Trials or another organisation, detail to which funding body it was submitted, when and the outcome of the submission if known or the expected date of outcome.

Please note that ongoing trials (recruitment started) are excluded from this call.


Sponsor:
	Please detail: 
- organisation name, department
- main applicant name, email and (mobile) phone number 
- administrative responsible name and email


National coordinating centre: 
	If the sponsor is located in Belgium, please provide contact details for the Dutch coordinating centre; if the sponsor is located in the Netherlands, provide contact details for the Belgian coordinating centre. 
Please detail: 
- organisation name, department
- coordinator name, email and (mobile) phone number 
- administrative responsible name and email


Conflicts or potential conflicts of interest:
	Please declare any conflicts or potential conflicts of interest that the sponsor, its study team members and, where applicable, its collaborators may have in undertaking this research, including any relevant, non-personal and commercial interest that could be perceived as a conflict of interest as far as already known. Please be sufficiently specific, e.g. names of companies are to be mentioned. 


Scientific summary (DUTCH – max ½ A4):
	



Scientific summary (FRENCH – max ½ A4):
	






	Summary of the research proposal


Research title: 
	Maximum 300 characters 
State the proposed research title in a structured way. Please spell out any abbreviations. Example:
Outcome X after intervention A versus B: a randomized, multicentre, parallel group pragmatic trial in Y patients with disease Z


Short title: 
	Maximum 50 characters 


Rationale for research:
	- What is the problem being addressed? What is the research question? Please provide criteria and absolute numbers of incidence and prevalence for the study population in Belgium and The Netherlands.
- Why is the research important in terms of improving the health of the public and/or to patients and the Belgian and Dutch healthcare systems? How can the proposed research possibly improve the efficiency of the Belgian and Dutch health care systems? 
- Please explain how this research proposal falls within the scope of the BeNeFIT call and how it meets the specific and general selection criteria of this call, with special attention to value for money and possible return on investment. 
- Provide a thorough review of the existing evidence that justifies this proposed research and include a discussion of ongoing studies. A maximum of 10 key references should be provided in the references section below. 
- Please provide the search strategy for the literature review in attachment. Any additional references can be provided with the literature search strategy.


Key references:
	List a maximum of 10 key references here. Other references can be added in attachment with the literature search strategy.


Patient and public involvement:
	In what way were patients and the public involved in the design of the research project? Initiatives to facilitate patient recruitment are not to be mentioned here, only patient involvement in the design e.g. regarding the choice of outcomes or feasibility.


Implementation:
	Please describe in a clear implementation plan how the results will be implemented and how they will have an impact on daily practice, e.g. via (international) guidelines and/ or reimbursement. Ideally, the project will relate to a guideline that is supported by professionals in both Belgium and the Netherlands.


PICO (summarized; for an in depth description of all parameters please use the ‘design’ field below):
	Population
	target population i.e. real patients; provide main eligibility criteria

	Intervention
	An intervention that is or could be used now in Belgium and The Netherlands; also indicate the health service setting(s) in which the study will occur

	Comparator
	Usually next best treatment or usual care, but could also be placebo

	Outcome
	Patient centred, leading to effectiveness and cost-effectiveness. If available, Core Outcome Sets should be used. Please see www.comet-initiative.org and www.ichom.org to identify whether Core Outcomes have been established.
Primary outcome: define the time point and the exact measure that will be used for the primary analysis
Secondary outcomes:  


Design:
	Design, population, intervention, comparator, outcomes, sample size, visit schedule and follow-up. Include flow diagram as attachment, showing the flow of study participants through each stage of the trial


Statistical considerations:
	Provide sufficient details about the sample size calculation so it can be reproduced (superiority vs non-inferiority, alpha, beta, clinically relevant difference), detail the population(s) for the analyses planned (intention to treat, per protocol, safety), primary analysis (define the time point, variable, test that will be used, details of any adjustments), secondary analyses.


Health economic considerations:
	Describe health economic considerations. 

Provide the expected impact (if any) on mortality, quality of life and cost items, both in the short and long term. Include at least the current costs of all interventions. Mention the impact on adverse events and other important elements (if any). The focus should be on items that are different between the alternative treatment arms (i.e. incremental elements).
Indicate whether the results of the trial can result in cost savings for the Belgian and Dutch health care systems or to the introduction of a more cost-effective intervention.

A quantification of potential revenues should be provided as an attachment using the Excel format provided with the call.


Timetable:
	Please give a breakdown of key study timelines. Please be realistic about your planning.
Consider BeNeFIT recommendation for funding = month 0
Study start date = month X [take into account time for budget check, time for preparation, personnel recruitment, contract negotiations etc]
First patient first visit (FPFV) = month X [take into account time for competent authorities, if applicable and ethics committee review, any additional set-up activities]
First patient first visit (FPLV): month X
Last patient first visit (LPFV): month X
Last Patient Last Visit (LPLV) primary outcome : month X
Database lock for primary analysis: month X
Final report and manuscript submitted (primary outcome): month X
Last Patient Last Visit long term follow-up (if any): month X




	Research costs and feasibility


[bookmark: _Toc450846665]Estimated research costs (total in box below with a breakdown and justification in budget tool ):
	Provide:
- total research costs 
- split between sponsor and site costs
- Interventions under study that are reimbursed - provide details of price and current reimbursement status of the interventions in both Belgium and the Netherlands (including any out-of-pocket payments) used in the trial. 
- A breakdown and justification of the budget should be provided as an attachment using the Excel budget tool provided with the call. To complete the Excel budget tool, please carefully read the guidance.




Sponsor and collaborators’ capacity:
	Please provide details of the sponsor and national coordinator experience and track-record acting as a sponsor of multicentre, pragmatic, non-commercial randomized trials over the last 10 years. Number of such trials started: 
Number of such trials completed:
Number of such trials published:
List any relevant experience in the clinical area concerned, health economics, performing systematic reviews, and (where appropriate) other areas. 

Please attach a description/overview of the governance of the trial, including information on all partners/sites and delegated tasks, including the coordinating tasks of the coordination centre in the collaborating country.

A signed letter of commitment by the sponsor institute and a signed letter of commitment by the national coordinating centre for the centres in the collaborating country should be added in attachment, using the templates provided. 


Recruitment considerations: 	
	Please provide:
- planned recruitment rate (provide a calendar with the breakdown of patient numbers recruited per month for the duration of the recruitment phase)
- number of sites and sample size (split for Belgium and the Netherlands)
- number of patients seen in each of the participating sites last year and what % may be eligible for the proposed research
- details of any potentially competing trials (in both countries) 
- highlight any potential issues that may hamper accrual


General comments:
	Please write here any comments you would like to add to your submission.





	Checklist documents – Research Outline


Please upload the following documents in ProjectNet (in PDF format):
1) Application form Research Outline
2) Short English resume of main applicant (max 1 page)
3) Letters of commitment for both the sponsor site and the national coordinating site in the other country, signed by the respective legal representative (templates provided)
4) A one page trial flowchart and/or visit schedule
5) Description of the literature search performed to find completed as well as ongoing trials with any additional references
6) A breakdown and justification of the requested budget with individual/role performing the task (in the Excel BeNeFIT budget tool provided). After uploading as pdf, please also send the completed tool in Excel format to benefit@zonmw.nl (deadline 8 May 14:00 h)
7) Quantification of potential revenues (in the Excel format provided)
8) Add a description/overview of the governance of the trial, including information on all partners/sites and delegated tasks
Please name your outline application form and all attachments as follows. 
	Attachment type
	Added
	Name of document
(starting with surname of main applicant)

	Application form Research Outline
	Yes/No
	Surname_01_OUTLINE.PDF

	Short English resume of main applicant (max 1 page)
	Yes/No
	Surname_02_RESUME.PDF

	Signed letters of commitment from both the sponsor site and national coordinating site (use templates provided)
	Yes/No
	Surname_03a_LOC-sponsor.PDF
Surname_03b_LOC-natcoord.PDF

	A one page trial flowchart and/or visit schedule
	Yes/No
	Surname_04_FLOWCHART.PDF

	Description of the literature search performed to find completed as well as ongoing trials + list of all references
	Yes/No
	Surname_05_LITERATURE.PDF

	A breakdown and justification of the requested budget (in the Excel BeNeFIT budget tool provided). Upload attachment as pdf in Projectnet and send Excel format to benefit@zonmw.nl 
	Yes/No
	Surname_06_BUDGET.PDF

	Estimation of potential revenues (in the Excel format provided)
	Yes/No
	Surname_07_REVENUES.PDF

	A description of how the governance of the trial is organised including information on all partners/sites and delegated tasks
	Yes/No
	Surname_08_GOVERNANCE.PDF
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