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KCE Trials Application Form and Guidance 
This form has been designed for the 2024 investigator-led workstream and the 2024 call themed call on endometriosis.
Deadline for submission: 
24th September 2024 13h.
All submissions should be done through the online submission platform https://kce.smartsimple.ie. You may prefer to prepare your application using this application form in Word format, which is available for your convenience only (no application submitted in the word template will be accepted).
Fields marked with an *asterisk are mandatory
· All tabs (General Details, History of Application, Research Team, Summary of the Research Proposal, Timelines and Feasibility, Research Cost, Terms and Conditions) need to be completed in order  to successfully submit your application.
· We encourage you to preview your application before submitting. To do so, please click on the blue ‘Preview Application’ button above the grey box. This will generate a PDF of your application. You will automatically receive this PDF by email once your application is submitted. 
· When you hit the ‘Submit’ button, it will trigger a validation code to check the completeness and accuracy of the data you submit, and generate error messages if some data are not valid. You can then click on the error message to see the non-valid data.
· You can save your draft at any time, disconnect, and log on later to continue working on your application.
· The system will send an automatic confirmation by email that you have successfully submitted your application. Please check your spam folder if you do not receive this mail.
· If you have been invited to submit a Full Research Proposal (FRP), please upload your draft protocol document under the ‘Protocol’ tab.
· The personal data entered in this form will be processed by KCE only for the purposes set out in the call text available on the KCE Trials website (see downloads section).
· You can contact us at trials[at]kce.fgov.be in case of any problem with the submission platform.
[image: ]Note the different tabs on the left hand side of the screen. 
The ‘Main’ tab gives you access to the application.                  
Once the Chief Investigator (CI) has initiated a submission, other collaborators can be invited to also work on the submission using the ‘invite to collaborate’ tab. Be aware that only one person at a time can edit the application. Only the CI (the person who initiated the application) will be able to submit. 
Once submitted, it will no longer be possible to edit the application. If any corrections would be needed (e.g. wrong document was uploaded), please contact trials[at]kce.fgov.be. You will then receive an email requesting corrections. The comments of the KCE Trials team can be found and answered in the ‘Notes’ tab. Submit your corrections by using the ‘Submit Correction’ button at the bottom right of the ‘Main’ tab.


1 – General details
The online submission platform has automatically completed the details of the person who initiated the submission as Chief Investigator (CI). Only the CI can initiate and submit an application. 
The CI should upload a short CV in English here.
*Upload CV (PDF):
[image: upload button] *Upload a signed and dated short English CV of the Chief Investigator (PDF). Please choose a short version (maximum 1 page) to avoid making your application unnecessarily heavy for the reviewers.

2 - History of application
Please note that trials that already have been submitted to authorities, ethics committees and/or have already started recruitment in Belgium are excluded from this call.
*Previous submission information
Has this project been previously submitted to KCE Trials or another organisation?
· Yes, previously submitted
· No previous submission
If yes:
*Previous submission details
Detail to which funding organisation it was submitted, when and the outcome of the submission if known or the expected date of outcome.
If previously submitted to KCE Trials, please indicate which changes were made to the proposal.
	(Max 500 characters, spaces included)





*International initiative information
Is this proposal part of an international initiative?
We consider a submission to be an international initiative if the sponsor is not located in Belgium or if funding is also requested to non-commercial funders outside Belgium.
· Yes, international initiative
· No, not an international initiative
If yes:
*International initiative details
Please provide details of funding applications or funding sources in other countries. If funding is requested for participants recruited abroad, justification should be provided and will need to be approved. In general for trials with a Belgian sponsor and participants recruited abroad, participation of other funders in the sponsor and site costs will be required.
If the study has already started abroad, please provide information about timelines and recruitment per country. 
	(Max 500 characters, spaces included)





3 - Research Team
*Personal data collection consent
The personal data entered in this form will be processed by KCE only for the purposes set out in the call text available on the KCE Trials website (see downloads section). 
In addition, if agreed by you, we may contact you in view of future activities of KCE and KCE Trials. 
By sending an e-mail request to trials[at]kce.fgov.be, you can withdraw your consent at any time.
The information entered in this form may be used to contact me later in the course of the other activities of KCE and the KCE Trials Programme.
· I agree
· I disagree
*Sponsor country
Is the Sponsor of the study located in Belgium? 
· Yes, located in Belgium
· No, not located in Belgium
If yes, located in Belgium:
*Sponsor organisation name
Start typing the name of your Sponsor Organisation. A selection menu will appear. Alternatively, look up your organisation by clicking on the binoculars. 
[bookmark: _Hlk155098511]If you cannot find the organisation, please contact KCE Trials staff (trials[at]kce.fgov.be). 
	



[image: upload button] *Upload Letter of Support (PDF)
A signed letter of support by the candidate-sponsor should be uploaded. Please use the “Letter_of_Support_sponsor” template available on the KCE Trials website (see downloads section).
If no, not located in Belgium
*Sponsor organisation legal name
	



*International Chief Investigator
Please provide the name of the Chief Investigator at the international sponsor.
	



*Sponsor organisation details
Please provide address and contact person(s) of the international sponsor.
	(Max 1000 characters, spaces included)





[image: upload button]*Upload Commitment Letter (PDF)
[bookmark: _Hlk135038580]A signed commitment letter by the candidate-sponsor should be uploaded. Please use the “Letter_of_Commitment_International_sponsor” template available on the KCE Trials website (see downloads section).
If the study has already started abroad and there is any kind of involvement of a commercial partner (e.g. delivery of free medication), the contract with this partner should be uploaded under the tab “other attachments” (as well as the latest version of the protocol). 
*National coordinating centre for international trials
Start typing the name of your candidate Belgian Coordinating Centre. A selection menu will appear. Alternatively, look up your organisation by clicking on the binoculars. 
If you cannot find the organisation, please contact KCE Trials staff (trials[at]kce.fgov.be).
	



[image: upload button] *Upload Letter of Support Belgian Coordinating Centre (PDF)
A signed letter of support by the candidate Belgian Coordinating Centre should be uploaded. Please use the “Letter_of_Support_Belgian_coordinating_centre” template available on the KCE Trials website (see downloads section).
Research team capacity
Has the team of the chief investigator ever coordinated any multicentre, randomised trials over the last 10 years? If yes, please provide references. Please also provide details of the sponsor and collaborators’ experience and track-record to act as a sponsor of multicentre randomised trials (e.g. number of such trials started, completed, published). 
Reporting of trials realises the value of funding. Therefore the reporting status of previous trials, whatever their results, will be considered in the assessment of your funding application. List all trials for which you (the chief investigator) were the principal investigator over the past 5 years and their reporting status, with an explanation where trials have remained unreported.
	(Max 400 words)





*Collaborators and governance
· Please provide a description/overview of the governance of the trial, including information on all research partners and delegated tasks. The team (sponsor and collaborators) should be multidisciplinary and include relevant expertise in, amongst others, the clinical area concerned, statistics, data management, health economics and in all aspects of trial management such as monitoring and safety reporting. The KCE Trials programme encourages the sponsor to work with, and delegate some sponsor responsibilities to other centres where this results in a stronger submission.

· If international: for each collaborating country; details of National Coordinator including host institution and department; and details of the planned national participation (patients, financial support etc.)
A pdf can be uploaded below to include more information. 
	(Max 1000 characters, spaces included)





Collaborators and governance: participating sites 
[image: view/edit Site information button]
A list of (potential) participating sites in Belgium with the investigator at each site should be added here. Please note that only multicentre studies are eligible, with participating centres including at least one recruiting centre from each region (Flanders, Brussels, Wallonia), unless there is a good justification not to do so. Please add this justification in the field above ("Collaborators and governance"). 
· If you cannot find a hospital site, please contact KCE Trials staff (trials[at]kce.fgov.be).
· If your study is not a hospital study, please use the “upload pdf button” below to document the choice of the participating centres.

[image: upload button] Upload collaborators and governance (PDF)
A description/overview of the governance of the trial, including information on all partners and delegated tasks can be uploaded.
*Conflicts or potential conflicts of interest
In accordance with the General principles for the declaration and management of conflicts of interest in KCE-funded clinical trials, please describe any conflicts or potential conflicts of interest that you, the Sponsor, or any member of the research team involved in conducting this trial may have in relation to it. This declaration must include any relevant interest, personal or non-personal, financial or non-financial, that could be, or be perceived to be, a conflict of interest in relation to this clinical trial. When in doubt, you should err on the side of disclosure.
	(Max 500 words)





4 - Summary of the research proposal
*Research title 
State the proposed research title in a structured way. Please spell out any abbreviations. 
Example: Outcome X after intervention A versus B: a randomised, multicentre, parallel group pragmatic trial in Y patients with disease Z
	(Max 350 characters spaces included)





*Short title 
The short title will be used in administrative documents.
	(Maximum 60 characters spaces included)




*Lay summary 
Provide a plain language summary in English that can be easily understood by non-professionals, including the patient reviewers. The lay summary of funded trials will be translated in Dutch and French and published on the KCE Trials website. 
	(Maximum 2000 characters spaces included)





*Current practice
· Please provide numbers of incidence and/or prevalence for the study population in Belgium and number of patients affected by the studied intervention yearly in Belgium (with references), severity of disease. 
· Describe current practice in Belgium, including variability in practices and/or quality of care, organisation of care etc. and outcomes achieved with current practice. 
	(Maximum 5000 characters spaces included)





*Rationale for research
· What is the problem being addressed? What is the research question? Why is the research important in terms of improving the health of the public and/or to patients and the Belgian healthcare system? Refer to your description of current practice where appropriate.
· Please explain how this research proposal falls within the scope of this call and how it meets its selection criteria. 
· Provide a thorough review of the existing evidence that justifies the 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. 

	(Maximum 5000 characters spaces included)





*Key references
List a maximum of 10 key references here as well as similar ongoing trials. Other references can be added in attachment with the literature search strategy. 
	(Maximum 5000 characters spaces included)




[bookmark: _Hlk101448059][image: upload button] *Upload literature & reference (PDF)
Upload a description of the literature search performed to find completed as well as ongoing trials with any additional references. Explain the added value of the proposed trial.

*Patient and public involvement
The KCE Trials programme strongly recommends to have patients and public actively involved in the design of the study. 
Please briefly describe how patient and public involvement was organised and how it has informed and/or influenced the development of the application and how they will contribute during the lifecycle of the project. This can include, for example, involvement in the choice of the research topic, choice of the outcomes, assisting in the design, advising on the feasibility of the research project etc. 
Further information and resources can be found on, amongst others, the following websites:
· https://www.eupati.eu/ 
· Websites of Belgian patient federations: http://www.luss.be/  and http://www.vlaamspatientenplatform.be/ 
Initiatives to facilitate patient recruitment are not to be mentioned here, only patient involvement in the design and conduct of the study. 
Please use the patient involvement template available on the KCE Trials website (see downloads section) and upload the document to provide more information. 
	(Maximum 500 characters spaces included)




[image: upload button] Upload patient involvement plan (PDF)
Please upload the patient involvement plan.

PICO 
What is the research question? You should include a short and clear explanation of the main (single) research question phrased in PICO terms. Please be concise when completing the PICO. A well-defined PICO research question is a prerequisite to have a valid outline submission. More details can be added in the design section below.
Population: target population i.e. real patients; provide only main eligibility criteria
Intervention: an intervention that is currently used in Belgium; also indicate the health service setting(s) in which the study will occur
Comparator: usually next best treatment or usual care, but could be placebo or no intervention
Outcome: patient centred, leading to effectiveness and cost-effectiveness

*Population
Target population i.e. real patients; provide main eligibility criteria
	(Maximum 500 characters spaces included)





*Estimation of how many new patients in Belgium meet the eligibility criteria per year:
	(Enter number here)




*Intervention
An intervention that is currently used in Belgium; also indicate the health service setting(s) in which the study will occur. 
The intervention needs to be described clearly for your application to be eligible. For complex interventions[footnoteRef:1], please provide details on the timing, the materials used and the healthcare professionals involved for every part of the intervention. In this case a description of the intervention can be uploaded below. Please check the TiDier guidelines for describing interventions.    [1:  Complex interventions are interventions with several interacting components. In addition, interventions can be thought of as complex if they are dependent on the behaviours of those delivering and receiving the intervention, there are a range of possible outcomes, or there is a need to tailor the intervention to different contexts and settings.] 

	(Maximum 500 characters spaces included)




[image: upload button] Upload description of complex intervention (PDF)

* Comparator
Usually next best treatment or usual care, but could be no intervention (or placebo)
	(Maximum 500 characters spaces included)





* Outcome
Patient centred, leading to effectiveness and cost-effectiveness. Please see The COMET Initiative website at www.comet-initiative.org and www.ichom.org to identify whether Core Outcomes have been established and provide the results of your search. Where established Core Outcomes exist they should be included amongst the list of outcomes unless there is good reason to do otherwise.
Primary outcome: define the time point and the exact measure that will be used for the primary analysis.
Secondary outcomes: list secondary outcomes.
	(Maximum 600 characters spaces included)




*Design
Design, visit schedule, outcomes and follow-up. 
Include flow diagram as attachment, showing the flow of study participants through each stage of the trial.
Design: Give a brief statement on the type of study design to be used. Explain how random treatment allocation and allocation concealment will be assured. 
If the design includes an (internal) pilot or feasibility study, criteria to proceed or not to a large scale trial should be specified in advance. Please read the following information on pilot and feasibility studies carefully:
https://onlinelibrary.wiley.com/doi/epdf/10.1111/j..2002.384.doc.x
http://www.consort-statement.org/extensions/overview/pilotandfeasibility 
Visit schedule: specify which visits are standard treatment and which additional/study specific. Please add a flowchart and/or visit schedule in attachment.
Outcomes: describe the way and time points that outcomes will be measured (PRO, questionnaires, EQ-5D etc.…). Details should include justification of the choice of outcome measures where a legitimate choice exists between alternatives. 
Follow-up: discuss and specify any long term follow-up plans after the main analysis. Sufficiently long follow-up should be included to define long-term benefit and risks for patients and the Belgian health care system. 
KCE Trials encourages candidate sponsors to use trial interventions that reflect Belgian current clinical practice as close as possible (i.e. pragmatic trial). For information on pragmatic trials, please visit our “resources for investigators” website: https://www.kce.fgov.be/en/kce-trials/resources/useful-links-resources-for-investigators. 
	(Maximum 4000 characters spaces included)




[image: upload button] Upload flowchart (PDF)
Include flow diagram and/or visit schedule as attachment, showing the flow of study participants through each stage of the trial.
*Sample size
What’s the planned sample size of the study (number of patients randomized)? 
	(Enter number here)




*Statistical justification for sample size
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. Sufficient references for the underlying assumptions should be provided. 
	(Maximum 5000 characters spaces included)





The sample size of the proposed trial has important implications on the feasibility of the trial (e.g. the number of sites that need to participate to the study) and hence on its total budget. It is therefore crucial that this section is written in collaboration with (or at least reviewed by) a trial statistician. 
You may find useful guidance on our webpage “Resources for Investigators” (https://www.kce.fgov.be/en/kce-trials/resources/useful-links-resources-for-investigators) in the sections on sample size and on trial design. In those sections, you will find for instance a questionnaire, developed by Pr. Cook from Oxford University, to help applicants better justify their underlying justification of the sample size used in a randomised controlled trial grant proposal. You will also find a “set of specific questions that need answering when considering the design of clinical trials”, developed by NHS UK.
*Current reimbursement status
Provide information on the current reimbursement status and conditions on the intervention and comparator. Include costs both for RIZIV-INAMI and patients. 
	(Maximum 5000 characters spaces included)





*Potential value for money
Please complete in the box below the questions on the potential value for money you expect. 
More information and references should be provided in the ‘Health economic considerations’ box.
	(Maximum 2000 characters spaces included) The text will be automatically populated in this field. Please use this template structure and replace the xx by the correct information. 

Potential effects on health
Estimate the potential effects on health from the intervention on the most important outcome(s) from a health economic perspective (preferably mortality and/or quality of life, but other measures can also be important, for example (prevented) adverse events, reinterventions, length of stay etc.…).
Outcome measure: xx
Estimated outcome in comparator arm: xx
Estimated outcome in intervention arm: xx
Outcome measure: xx
Estimated outcome in comparator arm: xx
Estimated outcome in intervention arm: xx
Outcome measure: xx
Estimated outcome in comparator arm: xx
Estimated outcome in intervention arm: xx

Potential effect on costs
Estimate the potential effects on costs (EUR) associated with the intervention arm and the comparator arm. The costs should at least be presented from the healthcare payer perspective. If relevant, other perspectives like the institution or societal perspective (e.g. including impact on productivity) could be presented.
Potential impact on costs of interventional arm per patient in comparison to the comparator arm: xx EUR 
Total potential impact on costs per year of introducing the new intervention in Belgium: xx EUR





*Health economic considerations
Please provide here supporting information and references referring to data provided in the ‘potential value for money’ box. Please provide all necessary information to evaluate the value for money criterion.
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 cost 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). Think for example about possible differences in follow-up, productivity, etc. As such, you can generate the hypothesis whether the results of the research could lead to net saving for the Belgian healthcare system budget or to the introduction of more cost-effective interventions.
Refer to the ‘Potential value for money’ box where appropriate.
	(Maximum 5000 characters spaces included)





An option to consider, if of interest for the design of the pragmatic trial or economic analysis, could be the use by the candidate sponsor of study subjects’ Belgian national number (rijksregisternummer/ numéro national) to acquire data, for examples RIZIV-INAMI billing data. This needs upfront discussion with KCE Trials on trusted third party involvement and protection of privacy.
Protocols of clinical studies funded under the KCE Trials programme have been designed with a later possible economic analysis in mind. For example, to facilitate a later cost-utility analysis, quality of life data are collected during the trial (EQ5D). In some trials, after patient informed consent, the national number of the patient will be collected by the trusted third party to allow for a data coupling with healthcare consumption data (billing data).   
· As any further data analyses, an economic analysis can be conducted by the sponsor of the trial and the chief investigator, totally independent from KCE. The budget for such analysis is not part of the trial budget covered by KCE.
· In addition, an economic analysis can be part of a KCE health technology assessment (HTA) project. HTA projects are conducted by KCE at its own costs as part of its annual work programme approved by the KCE board, and following the KCE processes. The decision for KCE to perform a HTA on the topic will depend on the trial results and the prioritisation of the topic among the topics introduced that year. Each KCE HTA project includes a literature review. Data from different studies may be included. A meta-analysis may be conducted for that purpose, including the results or the coded individual data of the funded trial. HTA projects are conducted internally at KCE or are outsourced to a certain extent using a public tender procedure. In any case, KCE uses external experts during the project. For an HTA following a trial funded by KCE Trials, KCE would among others, invite the team of the chief investigator to act as external clinical experts to accompany the HTA project. In case there is a substantial contribution and in accordance with academic standards external experts that accompany a KCE project will be requested to be a co-author of the KCE report and a possible scientific publication based on the KCE report.

Reply to the comments from the Trials Board
This field is only visible to candidates resubmitting a proposal.
Only to be completed if this proposal is resubmitted after Trials Board (TB) evaluation.
Please answer to comments from the TB on the previous RO/FRP submission, and how it affected this research proposal. Replies to comments from the Trials Board can also be added as attachment.
	(Maximum 4000 characters spaces included)




[image: upload button] Upload Trials Board comments (PDF)
If this proposal is resubmitted, please attach an overview with responses to the TB comments.
Changes in the project since previous submission
This field is only visible to candidates resubmitting a proposal. 
Only to be completed if this proposal is resubmitted to KCE Trials.
In addition to the changes mentioned above, provide a summary of the changes in this research proposal compared to the previous submission.
	(Maximum 4000 characters spaces included)




5- Protocol (Full Research Proposal stage only)
 This protocol tab is only visible to candidates submitting a Full Research Proposal. 
[image: upload button] *Upload draft protocol (PDF)
If you are submitting a full research proposal, add the draft protocol as attachment (template available on the KCE Trials website in the downloads section).
Please include the protocol and all appendices into one PDF. Only the most recent version of uploaded PDF will be seen by the reviewers.
A key element of the full research proposal (FRP) is the protocol which should be provided as a separate document. It should contain the elements detailed in ICH good clinical practice (see section 6 of E6 guidelines). To facilitate the writing of the protocol by the candidate sponsor and the review process, we strongly encourage the use of the protocol template provided, which has been developed in UK by NHS Health Research Authority[footnoteRef:2] and has been adapted to the Belgian context by KCE Trials.  [2: http://webarchive.nationalarchives.gov.uk/20141205150130/http:/www.mhra.gov.uk/home/groups/l-ctu/documents/websiteresources/con111784.pdf
http://www.hra.nhs.uk/about-the-hra/consultations-calls/closed-consultations/protocol-guidance-template-use-clinical-trial-investigational-medicinal-product-ctimp-consultation-use] 

Using the template: when a section is not applicable in the specific setting, please leave the section title and indicate ‘not applicable’ (so that the numbering of sections stays the same). If the candidate sponsor prefers to use their own template, then they must provide a table of correspondence between sections in the protocol used and the template provided, and should provide the same level of detail as requested.

*Protocol development
Describe which centres are actively involved in the development of the protocol and how this is organised.
	(Maximum 1000 characters spaces included)




[bookmark: _Toc450846665]6- Timelines and Feasibility
Timetable
Provide an overview of the timelines of your research proposal if your research proposal would be approved for funding by the KCE Board of directors. 
*Recruitment period - from First Patient In (FPI) to Last Patient In (LPI)
Enter number of months: 
	(Enter number here)




*Period of intervention + follow-up (primary outcome) 
Enter number of months: 
	(Enter number here)




Long-term follow-up (if applicable)
Enter number of months: 
	(Enter number here)




*High level project plan and timelines
This question is only visible to candidates submitting a Full Research Proposal. 
Please provide a concise summary of the project plan of investigation, preferably in the form of a monthly project timetable showing the scheduling of all key stages in the project, their expected duration, and the timing of key milestones throughout the project including the production of outputs as attachment. Add details of how the project will be managed.
	(Maximum 4000 characters spaces included)





[image: upload button] Upload High Level Project Plan and Timelines (PDF)
This button is only visible to candidates submitting a Full Research Proposal. 

Recruitment considerations
*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 (if international - split per country)
· 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 (if international - in all countries where the study is planned)
	(Maximum 2000 characters spaces included)





7 - Research cost
*Total research cost  
What’s the total amount of funding requested to KCE Trials? (Please use a period "." as decimal separator.)
	Enter number here (in euro) 



[image: upload button] *Upload budget breakdown (XLS, XLSX)
[bookmark: _Hlk129702872]A breakdown and justification of the budget should be provided as an attachment using the excel budget template provided on the KCE Trials website (see downloads section: KCE Trials Budgeting tool). Guidance notes to complete the budget tool are available on the website. For international trials with a sponsor outside Belgium, please use the specific budget tool (KCE Trials Budgeting tool_BCC) and guidance notes. By submitting the application, the candidate sponsor agrees to the principles of the budget tool and guidance notes.
The initial research outline requires a ‘financial estimate’ of the research costs. Successful outlines will be invited to submit FRP’s including development of full study cost assessments with financial approvals. All costs need to be fully justified by the candidate sponsors to demonstrate that the study offers good value for money for the Belgian healthcare system and tax payer.The Trials programme accepts that some variance in costs is likely to occur between outline and FRP and will carefully scrutinise all full application costs and any variance from the outline. 
Note: co-funding is not allowed, unless explicitly agreed otherwise by KCE Trials. All research partners providing funding or other types of support should accept the terms and conditions of the KCE Trials programme and contracts need to be approved by KCE Trials.  
Justification of estimated research costs 
Explain any deviation from the budget template. If international: detail both globally and the part that the applicant is requesting from KCE, with justification of the budget for sponsor-related costs that is being requested. 
	(Maximum 2000 characters spaces included)




Funding or support from other sources
In case you will receive funding or support from any other source in relation to this proposal, please detail here (e.g. funding for lab research or biomarker development linked to the study). 
	(Maximum 1000 characters spaces included)





8 - Terms and conditions
*Proposed terms of the research agreement
[bookmark: _Hlk134458238]KCE Trials expects that the candidate sponsor agrees to the terms and conditions included in the KCE-sponsor research agreement template available in the call text on the KCE Trials website (see downloads section) and confirms this in the sponsor support letter. 
However, if you have major comments on the research agreement template, you should discuss them with KCE Trials before submitting your proposal. If KCE Trials agrees in writing to adapt the research agreement template, please upload a version in track changes.
· I confirm I don’t have any major comments.
· I have major comments on the research agreement template.
If so:
Please upload a version in track changes here (without any rights to be claimed). 
[image: upload button] Upload major comments (PDF)

Possible commercialisation 
Trials funded within the framework of the KCE Trials programme should have a primary aim that is non-commercial. However, in some cases results of the trial may directly or indirectly (e.g. via out-licencing, partnerships or spin-offs) lead to a commercial valorisation or to commercialisation (e.g. biomarker tests). In that case, you will always need KCE prior consent. Study proposals on software and apps should also include an implementation plan which is in agreement with the non-commercial aim of the KCE Trials programme. 
Please detail here if you foresee the possibility that you will want to valorise or commercialise (directly or indirectly ) anything in relation to this study. 
For study proposals on software and apps, please describe your implementation plan (separate documents can be uploaded in the tab “other attachments”).
Please also describe any intellectual property rights on the studied intervention or comparator to which the experiment relates. 
	(Maximum 2000 characters spaces included)





General comments
Please write here any comments you would like to add to your submission. 
	(Maximum 2000 characters spaces included)





9 – Other attachments
[image: upload button] Upload other files (PDF)
If needed, you have the possibility to upload other documents (in PDF format) as part of your application.
If the study has already started abroad please upload here: 
· the latest version of the protocol 
· if there is any kind of involvement of a commercial partner (e.g. delivery of free medication): the contract with this partner 
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