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Depending on the results of the clinical study, as described in the Clinical Study Report, it may be worthwhile conducting an economic evaluation. This could provide additional support for implementation. However, if the results of the study are negative, conducting an economic evaluation may not provide any additional insight.
PART I - overVIEW (incremental) EFFECTS
In Part I, we ask you to provide an overview of the positive and negative effects of the intervention and comparator. Based on this, a decision can be made on whether it is worthwhile to further develop an economic evaluation.

1. Which primary/secondary clinical endpoints are in favor of or unfavorable to the intervention? Please add information about the size of the effect or refer to the relevant section in the Clinical Study report (CSR). At least the primary outcome, mortality, Quality of Life (QoL), and important (S)AEs must be included in the overview below (if measured in the underlying study). In this context, the size and/or importance of the observed effect can be taken into account for secondary endpoints (rather than considering only statistical significance).
[bookmark: _Hlk217463683]Outcomes that, in your opinion, are in favor of the intervention (and therefore against the comparator):
…
…
Outcomes that you consider to be negative for the intervention (and therefore positive for the comparator):
…
…
Endpoints that are neutral for both groups
…
…
2. Do the above clinical findings have the potential to impact daily practice and/or clinical guidelines? 
☐If not, 
1) please explain why: 
Click or tap here to enter text.
2) please proceed to PART IV (skip PART II & III)
☐If yes, please proceed to PART II.
PART II - overVIEW (incrementAL) COSTS
The aim of this part is to provide an overview of the impact on costs of the elements that differ between the intervention and control arms, i.e. the incremental elements. Elements that are identical in both arms are not considered incremental. No costs need to be identified for these elements.

INCREMENTAL COSTS – initial intervention and comparator
1. Please describe the costs of the intervention and the comparator as they were administered in the study. Information on both volumes and the related monetary value should be included. Please ensure that the volumes reflect those observed in the study rather than e.g. the theoretical maximums described in the protocol. A number of examples are included in the table below, but please note that these are purely illustrative. If available, costs for the health care payer (i.e. both government and patients) should be provided together with the reference/source for such costs.
	Cost item 
	Intervention
	Comparator

	Surgical intervention
· Surgery
· Device
· (Index) hospitalisation
	
· cost
· cost
· #days, cost
	
· cost
· cost
· #days, cost

	Pharmaceuticals
· Medication A
· Medication B
	
· duration, dose, cost
	

· duration, dose, cost

	multidisciplinary (lifestyle) intervention
· GP visits
· Physiotherapist sessions
· Dietitian visits
	
· #visits, cost
· #visits, cost
· #visits, cost
	
· #visits, cost
· #visits, cost
· #visits, cost 



Click or tap here to enter text.

2. What is the current reimbursement status of both intervention and comparator?
Click or tap here to enter text.

INCREMENTAL COSTS – effects and (S)AEs
1. Is there an impact on other healthcare costs related to the observed effects and/or serious adverse events (e.g. impact on hospitalisation, rehospitalisation, days on ICU, days on mechanical ventilation, specialist visits, emergency contacts, imaging, pharmaceuticals, rehabilitation, home nursing,…)? Please provide at least the different observed volumes for each arm and add the corresponding monetary value (if known. No detailed new cost calculations are expected at this point. This can be elaborated on in a next phase). As an example, these costs can be presented in a similar way as the table above in 2.1.1)  
Click or tap here to enter text.

2. Is there an impact on non-healthcare costs (e.g. travel expenses to and from the hospital, informal care, productivity, etc.). Please provide at least the different observed volumes for each arm and add the corresponding monetary value (if known).
Click or tap here to enter text.

PART III - Information related to the target population
1. What are the current data regarding the incidence and prevalence related to your research? 
Click or tap here to enter text.
And what is your estimation of the situation over the next (at least 3) years?
Click or tap here to enter text.

2. Can you indicate the potential number of patients who are eligible (annually) for the intervention you have studied in the current situation? 
Click or tap here to enter text.
And what is your estimation of the situation over the next (at least 3) years?
Click or tap here to enter text.

3. If possible, could you indicate the potential degree of implementation that can be reached in current clinical practice? (Think about for example the detection rate, the population percentage expected to use the technology, compliance, the market share…).
Click or tap here to enter text.
And what is your estimation of the situation over the next years (up to the steady state and at least 3 years)?
Click or tap here to enter text.

PART IV – (DE)IMPLEMENTATIon
1. What concrete steps have you taken or will you take to ensure that the project results are disseminated? 
Click or tap here to enter text.

2. Describe the target groups for whom your project results are relevant (e.g. professional groups, scientific organisations, patient organisations, RIZIV-INAMI, ….) and how the results will be applied (e.g. use in clinical guidelines, protocols, reimbursement or other policy decisions, …). 
Click or tap here to enter text.

3. What concrete next steps do you think need to be taken to implement the knowledge gained from your research, and by whom?
Click or tap here to enter text.

4. Do you see any hurdles for this implementation?
Click or tap here to enter text.

5. Please describe what end products (scientific publications, dissertations, conference contributions, posters, patient information, reports, etc.) your project will yield. These must also be reported to KCE Trials when published/presented. 
Click or tap here to enter text.

6. What is the significance of the outcome of your study for your field and for practice and/or policy? Specify the extent to which the project contributes to the effective and efficient use of health care resources in daily (clinical) practice?
Click or tap here to enter text.
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