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This is the template for submission of evidence to NICE as part of the medical technologies evaluations process. Note that the information requirements for evidence submissions are summarised in this template; full details of the requirements are in the user guide for company evidence submissions
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[bookmark: _Statement_of_the_1][bookmark: _Toc113619347][bookmark: _Hlk108518103]Decision problem, the technology and clinical context
[bookmark: _Toc113619348]Decision problem 
	Part of decision problem
	Scope issued by NICE 
	Variation from scope (if applicable)
	Rationale for variation

	Population 
	Enter text.
	Enter text.
	Enter text.

	Subgroups to be considered
	[delete row if not applicable].

	Enter text.
	Enter text.

	Intervention
	Enter text.
	Enter text.
	Enter text.

	Comparator(s)
	Enter text.
	Enter text.
	Enter text.

	Outcomes
	Enter text.
	Enter text.
	Enter text.

	Economic analysis
	Enter text.

	Enter text.
	Enter text.

	Other considerations, including issues related to equality
	[delete row if not applicable].
	Enter text.
	Enter text.


[bookmark: _Toc301863158][bookmark: _Toc297800751]
[bookmark: _Toc113619349]The technology
[bookmark: _Toc212876769][bookmark: _Toc212877057]Give the brand name, approved name and details of any different versions of the same device (including future versions in development and due to launch). Provide links to (or send copies of) the instructions for use for each version of the device.
[bookmark: _Toc212876770][bookmark: _Toc212877058]Brand name: Enter text.
Approved name: Enter text.
Any alternative names for technology (e.g. in the literature): Enter text.
UKCA/CE-mark class and date of authorisation: Enter text.
[bookmark: _Hlk101783525]Indications and any restriction(s) as described in the labelling or instructions for use (IFU): Enter text.
Different versions of the same device
	Version(s)
	Date launched
	Features

	Enter text.
	Enter text.
	Enter text.

	Enter text.
	Enter text.
	Enter text.

	Enter text.
	Enter text.
	Enter text.

	Enter text.
	Enter text.
	Enter text.

	Enter text.
	Enter text.
	Enter text.





What are the key claimed benefits of using the technology for patients and the NHS?
	Type of benefit
	Description of benefit
	Supporting evidence 
	Rationale

	Patient
	Enter text.
	Enter text.
	Enter text.

	Patient
	Enter text.
	Enter text.
	Enter text.

	System
	Enter text.
	Enter text.
	Enter text.

	System
	Enter text.
	Enter text.
	Enter text.

	Sustainability
	[delete row if not applicable].
	Enter text.
	Enter text.



Briefly describe the technology (no more than 1,000 words). Include details on how the technology works, any innovative features, and if the technology must be used alongside another treatment or technology.
Enter text.
[bookmark: _Hlk4430662][bookmark: _Toc297800752][bookmark: _Toc258840416]
Provide an assessment of whether the use of this technology is likely to raise any equality issues.
Enter text.
Briefly describe the environmental impact of the technology and any sustainability considerations (no more than 1,000 words).
Enter text.
[bookmark: section_1_3][bookmark: _Toc113619350]Clinical context
Describe the current use of the technology in the NHS (e.g. number of hospitals using technology)
Enter text.
Describe the clinical care pathway(s) that includes the proposed use of the technology, ideally using a diagram or flowchart. Provide source(s) for any relevant pathways.
Enter text.
[bookmark: _Toc212876774][bookmark: _Toc212877062][bookmark: _Toc212876780][bookmark: _Toc212877068][bookmark: _Toc212876781][bookmark: _Toc212877069]Describe any training (for healthcare professionals and patients) and system changes that would be needed if the NHS were to adopt the technology.
Enter text.

[bookmark: _Published_and_unpublished][bookmark: _Toc113619351][bookmark: _Hlk106286114]Clinical effectiveness evidence
[bookmark: _Identification_and_selection][bookmark: _Toc113619352]Identification and selection of studies
[bookmark: _Hlk8374082]Complete the following information about the number of studies identified.
Report in full transparent and reproducible detail the search methods as used for all search resources, and provide a detailed list of any excluded studies, in appendix A. Number of studies reported below should be after any duplicates have been removed.
	Number of studies identified in a systematic search.
	

Enter text. 
	Number of studies identified as being relevant (i.e. directly relevant to the decision problem by ensuring it fits the eligibility criteria outlined in the scope)
	

Enter text. 
	Of the relevant studies identified, the number of published, peer-reviewed full-text studies
	Enter text.
 

	Of the relevant studies identified, the number of conference abstracts.
	Enter text.
 

	Of the relevant studies identified, the number of unpublished (without peer-review) studies
	


Enter text.Enter text.Enter text.Enter text.Enter text.
[bookmark: _Toc1028300][bookmark: _Toc1028487][bookmark: _Toc1028586][bookmark: _Toc1029943][bookmark: _Toc113619353][bookmark: _Hlk4593987]List of relevant clinical effectiveness studies
In table 1 give brief details of all studies identified as relevant (consider the decision problem, particularly the eligibility criteria of studies).
[bookmark: _Hlk8374319]For any unpublished studies, please provide a structured abstract in appendix A. If a structured abstract is not available, you must provide a statement from the authors to verify the data. 
[bookmark: _Hlk8374332]Any data that is submitted in confidence must be correctly highlighted. See section 1 of the user guide for how to highlight confidential information. Include any confidential information in appendix F. Please provide details as to how the systematic reviews have been carried out, including the number of reviewers.


Company evidence submission for [evaluation title]. 
All rights reserved. Subject to Notice of rights.									12 of 48
[bookmark: _Table_1:_Published][bookmark: _Table_1:_Summary][bookmark: _Table_1_Summary][bookmark: _Hlk6227756]Table 1 Summary of all clinical effectiveness studies (published full text, abstracts and unpublished) identified as being relevant (i.e. directly relevant to the decision problem by ensuring it fits the eligibility criteria outlined in the scope)
	Study name, location, status and funding
	Design and intervention(s)
	Participants and setting 
	Main outcomes
	Company comments

	[bookmark: _Toc466299783]Smith (2021)
Canada
Where possible hyperlink to copies of the original, full-text paper or the PubMed citation.

Published/peer reviewed

Company funded


	[bookmark: _Toc466299784]RCT (multi-centre; 3 university clinics, 4 high-volume hospitals) 

Randomisation by software.

Intervention (n=100): LaserDevice v123 

Comparator (n=100): MegaX 

	Recruitment between September 2014 and September 2018. Patients with colorectal cancer scheduled for elective surgery.
Setting: general surgery department


(NOTE: Provide details of patient disease characteristics which are required to be able to accurately compare the included studies
	Duration of operation, length of hospital stay, wound infection,  haematoma, postoperative hernias, readmissions and reoperations

	Comparator only partially meets scope because X

Any other variations from the decision problem

Limitations to the available information




Key:  aspect of study in scope;  aspect of study in scope  aspect of study partially in scope, or elements of this are not in scope.

[bookmark: _Toc212877133][bookmark: _Toc1028348][bookmark: _Toc1029991]

[bookmark: _Toc113619354]Critical appraisal of the clinical effectiveness studies
[bookmark: _Hlk106286468][bookmark: _Hlk112420101]In appendix B, provide the complete quality assessment for each included study using an appropriate and validated tool specific to the study design. See the user guide for further details of the information required. ROBIS‑A or another relevant tool is recommended for quality assurance of systematic reviews and meta-analyses, which will be needed if the company has presented such a review or analysis instead of presenting its own de novo review or analysis.
Summarise the relevance of each of the included studies to the decision problem in table 2.



[bookmark: table2]Table 2 Critical appraisal summary for the clinical effectiveness studies 
	Study 
	How are the findings relevant to the decision problem?
	Does this evidence support any of the claimed benefits for the technology? If so, which?
	Will any information from this study be used in the economic model?
	What are the limitations of this evidence?
	How was the study funded?

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 




[bookmark: _Adverse_events][bookmark: _Toc113619355][bookmark: _Hlk106286132][bookmark: _Toc1028350][bookmark: _Toc1029993]Results from the clinical evidence base 
For each study identified in section 2.2 as relevant to your submission, provide results for all outcomes specified in the NICE scope and those used to inform the decision model.
Summarise the results in an appropriate format, such as by study design, quality, other study characteristic or by outcome. Use a table, if most of the studies can be captured succinctly in a single table, for ease of comparison. Alternatively, present results with separate sections and subsections, for example for each key outcome across all relevant studies, using descriptive text, tables, or both. 
[bookmark: _Hlk109317320]Comment below table 3 if any of the key outcomes are a surrogate endpoint; see the NICE health technology evaluations: the manual (see sections 4.6.6 to 4.6.10) – discuss what level of evidence (1-3) supports the surrogate relationship for decision making, and comment whether the surrogate endpoint is considered validated.
Table 3 Key results from the clinical evidence base
	Study
	Outcome 1
	Outcome 2
	Outcome 3
	Outcome 4
	Outcome 5
	Other outcomes

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 



[bookmark: _Toc113619356]Adverse events
[bookmark: _Hlk5789193]Describe any adverse events and outcomes associated with the technology recorded in national regulatory databases such as those maintained by the Medicines and Healthcare products Regulatory Agency (MHRA) and the US Food and Drug Administration (FDA; the MAUDE, manufacturer and user facility device database). Provide links and references. If appropriate, do a systematic review and provide details in appendix C.
Enter text.
[bookmark: _Toc212876880][bookmark: _Toc212877168][bookmark: _Toc212876882][bookmark: _Toc212877170][bookmark: _Toc212876884][bookmark: _Toc212877172][bookmark: _Toc132690436][bookmark: _Toc212877173][bookmark: _Toc1028352][bookmark: _Toc1029995]
Describe any adverse events and outcomes associated with the technology in the clinical evidence.
Enter text.
[bookmark: _Toc113619357]Evidence synthesis and meta-analysis
[bookmark: _Hlk112403822]Although evidence synthesis and meta-analyses are not mandatory for a submission to be accepted, they are strongly encouraged if data is available to support such an approach. If an evidence synthesis is not considered appropriate, instead complete the section on qualitative review. If a quantitative evidence synthesis is appropriate, describe the methods used along with a rationale for the studies selected. The description of methods and any assumptions or calculations used should be clear and detailed such that the EAG can reproduce the analysis, see the example text in the table below and user guide for more information on what to include. 
Enter text.	
Table 4 Evidence synthesis description of outcomes, sources and other relevant details
	Study
	Outcome
	Intervention 
	Comparator
	Comments

	Jones et al 
	Wound Infection
	23/150
	72/150
	Study reported the percentage of people experiencing wound infection so numbers were back calculated from these. 

	Smith et al
	Wound Infection
	6/120
	25/124
	Wound infection reported as only people with [definition as in paper] which is a subgroup of the people defined as having wound infection in other included studies. 

	Burn et al
	Wound Infection
	36/140
	93/150
	Study reported wounds without infection as the primary outcome. It was assumed that the remaining people still had wound infections and these are the numbers used.  

	Jones et al 
	Wound Infection
	23/150
	72/150
	Study reported the percentage of people experiencing wound infection so numbers were back calculated from these. 



[bookmark: _Hlk113014219]Report all relevant results, including diagrams if appropriate. Provide the results in an appropriate format (i.e. so it is accessible and can clearly be followed by an EAG so they can quality assure the analyses). See the user guide for more information on what to present here.
Enter text.

[bookmark: _Hlk113014236]Enter text.Explain the main findings and conclusions drawn from the evidence synthesis.
Enter text.
[bookmark: _Qualitative_review]Qualitative review
Only complete this section if a quantitative evidence synthesis is not appropriate.
Explain why a quantitative review is not appropriate:
Enter text.
Instead provide a qualitative review by summarising the overall results of the individual studies with reference to their critical appraisal.
Enter text.



[bookmark: _Toc113619358]Summary and interpretation of clinical evidence
[bookmark: _Toc212876886][bookmark: _Toc212877174]Summarise the main clinical evidence, highlighting the clinical benefit and any risks relating to adverse events from the technology.
Enter text.
[bookmark: _Toc212876888][bookmark: _Toc212877176][bookmark: _Hlk8395696][bookmark: _Toc212877177][bookmark: _Toc212876889]Briefly discuss the relevance of the evidence base to the scope. This should focus on the key claimed benefits described in the scope and the quality and quantity of the included studies.
Enter text.
[bookmark: _Toc212877178][bookmark: _Toc212876890]Identify any factors which might be different between the patients in the submitted studies and patients having routine care in the NHS. Provide appropriate references, including clinical experts who you consulted, to identify these differences.
Enter text.
Describe any criteria that would be used in clinical practice to select patients for whom the technology would be most appropriate. Provide appropriate references, including clinical experts who you consulted, to identify these criteria.
Enter text.
[bookmark: _Hlk8395770]Briefly summarise the strengths and limitations of the clinical evidence for the technology.
Enter text.
[bookmark: _Toc113619359]Ongoing studies
Provide details of all relevant ongoing or planned studies using the technology. See the user guide for full details of the information required and suggested table format.
Enter text.
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[bookmark: _Toc113619360][bookmark: _Toc297800759][bookmark: _Toc8395883][bookmark: _Ref212875855][bookmark: _Toc212877213]Published economic evidence
[bookmark: _Toc113619361][bookmark: _Toc8395884]Identification and selection of studies
Economic evidence in this section refers to economic evidence specifically on the use of the intervention technology. Unpublished economic evidence is not normally accepted unless there is justification provided why it has not been published and the study considered particularly important and relevant. Complete the following information about the number of studies identified.
Report in full transparent and reproducible detail the search methods as used for all search resources, and provide a detailed list of any excluded studies, in appendix D. Number of studies reported below should be after any duplicates have been removed.
	Number of studies identified in a systematic search.
	

Enter text. 
	Number of studies identified as being relevant (i.e. directly relevant to the decision problem by ensuring it fits the eligibility criteria outlined in the scope))
	

Enter text. 
	Of the relevant studies identified, the number of published, peer reviewed studies.
	Enter text.
 

	Of the relevant studies identified, the number of conference abstracts.
	Enter text.
 



[bookmark: _Toc8395885][bookmark: _Toc113619362]	List of relevant economic studies
In table 4, provide brief details of any published economic studies or abstracts identified as being relevant (i.e. directly relevant to the decision problem by ensuring it fits the eligibility criteria outlined in the scope)).
[bookmark: _Table_1:_]Table 5 Summary of relevant economic studies
	Author, year, location, status and funding 
	Summary of decision model 
	Patient population and setting 
	Intervention and comparator
	Unit costs and resource use
	Decision model outputs 
	Description of Sensitivity or scenario analyses 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 




[bookmark: _Hlk106289561][bookmark: _Toc113619363]Critical appraisal of relevant economic studies
[bookmark: _Hlk4593766][bookmark: _Hlk106368769]In appendix E, provide the complete quality assessment for each included study using an appropriate and validated tool: a table is provided in appendix E based on the NICE economic evaluations appraisal checklist (2019). See the user guide for the information required.
Summarise the relevance of each of the included studies to the decision problem in table 5.
Table 6 critical appraisal summary for economic evidence
	Study
	What are the main differences in resource use and clinical outcomes between the technologies?
	How are the findings relevant to the decision problem?
	Does this evidence support any of the claimed benefits for the technology? If so, which?
	Will any information from this study be used in the decision model?
	Which cost analysis was done in the study? Explain the results.
	What are the limitations of this evidence?
	How was the study funded?

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 


Enter text.

[bookmark: _Toc113619364][bookmark: _Hlk106289593][bookmark: _Hlk106290185][bookmark: _Toc8395887]Results from the economic evidence base
[bookmark: _Hlk106290402]Describe the results from each of the relevant economic studies. Use a table if appropriate.
[bookmark: _Toc113619365]Company decision model
This section refers to the decision model that you have submitted.
[bookmark: _Toc8395888][bookmark: _Toc113619366]Decision model description
Patients
Describe which patient groups are included in the decision model.
Enter text.
[bookmark: _Toc212876931][bookmark: _Toc212877219]Technology and comparator(s)
State the technology and comparators used in the decision model. Provide a justification if the comparator(s) used in the decision model is different to that in the scope.
Enter text.
Decision model structure
[bookmark: _Hlk4589122]Provide a diagram of the decision model structure you have chosen in appendix F.
Justify the chosen structure of the decision model by referring to the clinical care pathway outlined in section 1.3. Decision model structures should normally incorporate clinical parameters based on appropriate estimates of clinical effectiveness. This allows for sensitivity analyses to be done on the impact of varying the clinical parameters to explore any uncertainty in the estimates. For this reason, decision model structures should not just be based on simple cost calculations.
Enter text.

Table 7 Assumptions in the decision model
In this table, list the main assumptions in the decision model and justify why each has been used.
	Assumption
	Justification
	Source

	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 





[bookmark: _Toc113619367]Clinical parameters and variables
Table 8 Clinical parameters, patient and carer outcomes and system outcomes used in the decision model
[bookmark: _Hlk6230297]In this table, describe the clinical parameters, patient and carer outcomes and system outcomes used in the decision model. Please include sufficient detail to allow the reader to clearly identify the input from the source data
	Parameter/outcomes
	Source
	Relevant results
	Range or distribution
	How are these values used in the decision model?

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 



If expert elicitation methods were used to identify any model parameters and/or a plausible distribution, fully justify this and the methods outlined.
Enter text.
If any outcomes listed in table 10 are extrapolated beyond the study follow-up periods, explain the assumptions that underpin this extrapolation.
Enter text.
Table 9 Other parameters in the decision model
Describe any other parameters in the decision model. Examples are provided in the table. You can adapt the parameters as needed. Please include sufficient detail to allow the reader to clearly identify the input from the source data.
	Parameter
	Description
	Justification
	Source

	Time horizon
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Discount rate
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Perspective (NHS/personal social services)
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Cycle length
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Transition probabilities
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Health states
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Sources of unit costs
	Enter text.
 
	Enter text.
 
	Enter text.
 


[bookmark: _Toc212876968][bookmark: _Toc212877256][bookmark: _Ref213567012]
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Explain the transition matrix used in the decision model and the transformation of clinical outcomes, health states or other details.
Enter text.
[bookmark: _Toc8395890][bookmark: _Toc113619368]Resource identification, measurement and valuation
NB: the sections below should be completed with a view to ensuring the EAG can understand clearly and quickly where all figures have been obtained e.g. all source detail should be sufficiently detailed. It is also important to describe how any figures have been calculated (including all assumptions, sources, calculations etc.)
Intervention and comparator technology costs
Provide the price for the intervention technology, which should reflect as closely as possible the price(s) paid in the NHS (excluding VAT). Describe any uncertainty over the appropriate price to use in the submission.
Enter text.
Provide the price for the comparator technology, which should reflect as closely as possible the price(s) paid in the NHS (excluding VAT). Describe any uncertainty over the appropriate price to use in the submission. 
Enter text.
NHS and unit costs
[bookmark: _Hlk6246669]Describe how the clinical management of the condition is currently costed in the NHS, for example using the latest Health Resource Group (HRG) codes via the National Cost Collection (NCC; previously called ‘reference costs’), the unit costs (from the Personal Social Services Research Unit. Provide relevant codes and values (for example, OPCS codes and ICD codes) for the operations, procedures and interventions included in the decision model. Present the value using inflation indices appropriate to the cost perspective (see User Guide for suggested sources), and ensure all costs are presented in GBP.
Enter text.
Resource use
Describe any relevant resource data for the NHS from published and unpublished studies. Provide sources and rationale if relevant. If a literature search was done to identify evidence for resource use, provide details in appendix D.
Enter text.
Describe the resources needed to implement the technology in the NHS. Provide sources and rationale.
Enter text.
[bookmark: _Hlk6245160]Describe the resources needed to manage the change in patient outcomes after implementing the technology. Provide sources and rationale.
Enter text.
Describe the resources needed to manage the change in system outcomes after implementing the technology. Provide sources and rationale.
Enter text.
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Table 10 Resource use costs
In this table, summarise how the decision model calculates the results of these changes in resource use. Adapt the table as necessary.
	Cost
	Technology costs
	Comparator 1 costs
	Comparator 2 costs
	Difference in resource use costs (technology versus comparator 1)
	Difference in resource use costs (technology versus comparator 2)

	Cost of resource use to implement technology
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Cost of resource use associated with patient outcomes
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Cost of resource use associated with system outcomes
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Total costs
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 


Adverse event costs
If costs of adverse events were included in the analysis, explain how and why the risk of each adverse event was calculated.
Enter text.
Table 11 Adverse events and costs in the decision model
In this table, summarise the costs associated with each adverse event included in the decision model. Include all adverse events and complication costs, both during and after long-term use of the technology. Explain whether costs are provided per patient or per event.
	Adverse event
	Items
	Cost
	Source

	Adverse event 1

	Technology
	Enter text.
 
	Enter text.
 

	
	Staff
	Enter text.
 
	Enter text.
 

	
	Hospital costs
	Enter text.
 
	Enter text.
 

	
	[Other items]
	Enter text.
 
	Enter text.
 

	
	Total
	Enter text.
 
	Enter text.
 

	Adverse event 2

	Technology
	Enter text.
 
	Enter text.
 

	
	Staff
	Enter text.
 
	Enter text.
 

	
	Hospital costs
	Enter text.
 
	Enter text.
 

	
	[Other items]
	Enter text.
 
	Enter text.
 

	
	Total
	Enter text.
 
	Enter text.
 

	[Add more rows as needed]
	
	
	


Miscellaneous costs
Describe any additional costs or resource considerations that have not been included elsewhere (for example, Personal Social Services costs, and patient and carer costs). If none, state.
Enter text.
Are there any other opportunities for resource savings or redirection of resources that have not been possible to quantify?
Enter text.
Total costs
In the following tables, summarise the total costs:
· Summarise total costs for the technology in table 12.
· Summarise total costs for the comparator in table 13. This can only be completed if the comparator is another technology.
Table 12 Total costs for the technology in the decision model
	Description
	Cost
	Source

	[bookmark: _Hlk6232118]Cost per treatment/patient over lifetime of device 
	Enter text.
 
	Enter text.
 

	Consumables per year (if applicable) and over lifetime of device
	Enter text.
 
	Enter text.
 

	Maintenance cost per year and over lifetime of device
	Enter text.
 
	Enter text.
 

	Training cost over lifetime of device
	Enter text.
 
	Enter text.
 

	Other costs per year and over lifetime of device
	Enter text.
 
	Enter text.
 

	Total cost per treatment/patient over lifetime of device
	Enter text.
 
	Enter text.
 




Table 13 Total costs for the comparator in the decision model. 
	Description
	Cost
	Source

	Cost per treatment/patient over lifetime of device 
	Enter text.
 
	Enter text.
 

	Consumables per year (if applicable) and over lifetime of device
	Enter text.
 
	Enter text.
 

	Maintenance cost per year and over lifetime of device
	Enter text.
 
	Enter text.
 

	Training cost over lifetime of device
	Enter text.
 
	Enter text.
 

	Other costs per year and over lifetime of device
	Enter text.
 
	Enter text.
 

	[bookmark: _Hlk112773617]Total cost per treatment/patient over lifetime of device
	Enter text.
 
	Enter text.
 


[bookmark: _Toc212877261][bookmark: _Toc8395891]


Table 14 Summary of all resource use and unit costs used in decision model. Please ensure you identify all component costs and include sufficient detail to allow the reader to clearly identify the input from the source data 
	Description
	Unit costs
	Resource use
	Included cost
	Source

	Staff cost
	£64 per hour
	30 minutes
	£32
	Band 7 hospital based physiotherapist (PSSRU 2021)

	GP appointments per year
	£34 per appointment
	2 per year
	£68
	PSSRU 2021, excluding direct care staff costs, including qualifications.





[bookmark: _Toc113619369][bookmark: _Toc299625544][bookmark: _Toc299718356]Base-case results
Table 15 Base-case results
In this table, report the results of the base-case analysis. Specify whether costs are provided per treatment or per year. Adapt the table as necessary to suit the decision model. If appropriate, describe costs by health state. In line with section 4.7.12 of the manual, results should be presented as probabilistic cost savings where possible unless a deterministic approach can be justified.  
	–
	Mean discounted cost per patient using the technology (£)
	Mean discounted cost per patient using the comparator 1 (£)
	Mean discounted cost per patient using the comparator 2 (£)
	Difference in mean discounted cost per patient (£): technology versus comparator 1 (negative values indicate a cost saving)
	[bookmark: _Hlk112167139]Difference in mean discounted cost per patient (£): technology versus comparator 2 (negative values indicate a cost saving)

	Device cost
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Training cost
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Administration cost
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Monitoring costs
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Consumables
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Adverse events
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Total
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 


[bookmark: _Toc212876980][bookmark: _Toc212877268]
[bookmark: _Toc113619370]Scenario analysis
If relevant, explain how scenario analyses were identified and done. Cross-refer your response to the decision problem in section 1.1. Justify if scenario analyses are not probabilistic. See the user guide for full details of the information required.
Enter text.
Describe the differences between the base case and each scenario analysis.
Enter text.
Describe how the scenario analyses were included in the cost comparison analysis.
Enter text.
Describe the evidence that justifies including any scenario analyses.
Enter text.



Table 16 Scenario analyses results
In this table, describe the results of any scenario analyses that were done. Adapt the table as necessary.
	–
	Mean discounted cost per patient using the technology (£)
	Mean discounted cost per patient using the comparator (£)
	Difference in cost per patient (£; negative values indicate a cost saving)

	Scenario 1 (total costs)
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Scenario 2 (total costs)
	Enter text.
 
	Enter text.
 
	Enter text.
 


[bookmark: _Toc113619371]Sensitivity analysis
Probabilistic sensitivity analysis
Describe the methods of the probabilistic sensitivity analysis. See the user guide for full details of the information required. If no probabilistic sensitivity analyses have been done, explain why.
Enter text.
Present the results of the probabilistic sensitivity analysis.
Enter text.
Deterministic sensitivity analyses
Describe the methods of the deterministic sensitivity analyses. See the user guide for full details of the information required.
Enter text.
Present the results of the deterministic sensitivity analyses, focusing on the key drivers of the decision model. Consider the use of tornado diagrams.
Enter text.
Threshold analysis

Identify and present relevant parameter boundaries via threshold analyses. Explain whether these boundaries will fall within the expected uncertainty boundaries.
Enter text.
Summary of sensitivity analysis results
Summarise the main findings of the sensitivity analyses. What are the main sources of uncertainty about the decision model’s conclusions?
Enter text.
[bookmark: _Toc212877264][bookmark: _Toc212876976][bookmark: _Ref212875586]Miscellaneous results
Include any other relevant results here.
Enter text.
[bookmark: _Toc212876985][bookmark: _Toc212876983][bookmark: _Toc8395892][bookmark: _Toc113619372][bookmark: _Toc212877269][bookmark: _Toc212876986]Validation
Describe the methods used to validate, cross-validate (for example, with external evidence sources) and quality assure the decision model, and complete the checklist in Appendix E. Provide sources, and cross-refer to evidence when appropriate.
Enter text.
Give details of any clinical experts who were involved in validating the decision model, including names and contact details. Highlight any personal information as confidential.
Enter text.
[bookmark: _Toc8395893]

[bookmark: _Toc113619373]Summary and interpretation of economic evidence
Describe the main findings from the economic evidence and decision model. Explain any potential cost savings and the reasons for them.
Enter text.
Briefly discuss the relevance of the evidence base to the scope.
Enter text.
Briefly discuss if the results are consistent with the published literature. If they are not, explain why and justify why the results in the submission be favoured over those in the published literature.
Enter text.
Describe if the cost comparison analysis is relevant to all patient groups and NHS settings in England that could potentially use the technology as identified in the scope.
Enter text.
Briefly summarise the strengths and limitations of the cost analysis, and how these might affect the results.
Enter text.
Detail any further analyses that could be done to improve the reliability of the results.
Enter text.
[bookmark: _Toc24009486][bookmark: _Toc113619374]Resource impact analysis
The resource impact team at NICE estimates the costs or savings (budget impact) associated with technologies so the NHS can plan for and implement guidance. In order to produce a resource impact report and template the team requests the following information:
1.1 [bookmark: _Toc24009487][bookmark: _Toc113619375]Population and uptake estimates
In table 17, provide estimates of the number of people who would be eligible to use your technology in years 1 to 5 and the expected uptake in each of the 5 years.
Table 17 Population and uptake estimates
	Year
	1
	2
	3
	4
	5

	Number of people eligible to use technology 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Uptake of technology 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 



1.2 [bookmark: _Toc24009488][bookmark: _Toc113619376]Sales
In table 18, provide estimates of the number of items of this technology you expect to sell in years 1 to 5 in the UK.
Table 18 Sales estimates
	Year
	1
	2
	3
	4
	5

	Sales of technology 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 





1.3 [bookmark: _Toc24009489][bookmark: _Toc113619377]Acquisition costs
The price of the technology should reflect as closely as possible the price(s) paid in the NHS, and analyses should be based on price reductions, if the price reduction is available across the NHS. In table 19, provide an estimate of the aggregate purchase costs of the technology and associated set-up and implementation costs across the NHS in each of the 5 years, excluding VAT.
Table 19 Aggregate total costs
	Year
	1
	2
	3
	4
	5

	Purchase cost of technology excluding VAT 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Other set-up and implementation costs 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Total costs excluding VAT 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 


If the purchase cost reported in table 19 does not represent the technology price and other charges used in the base case of the decision model, record which unit prices are used and explain the differences.
Enter text.
[bookmark: _Toc230076189][bookmark: _Toc215466201][bookmark: _Toc258840418]

[bookmark: _Toc113619378]References	
Include all references below using NICE’s standard referencing style.
	


[bookmark: _Toc215466202][bookmark: _Toc230076190][bookmark: _Toc297800761][bookmark: _Toc113619379]Appendices
[bookmark: _Appendix_1:_Search][bookmark: _Appendix_A:_Search][bookmark: _Toc113619380][bookmark: _Toc132690451][bookmark: _Toc212877284][bookmark: _Ref212877658]Appendix A: Identification and selection of relevant studies
Search methods for clinical evidence
[bookmark: _Hlk4595419]Describe the process and methods used to identify and select the studies relevant to the technology; a pragmatic literature search is acceptable if justified. Include searches for published studies, abstracts and ongoing studies in separate tables as appropriate. See section 1.2 of the user guide for full details of how to complete this section.
	[bookmark: _Ref213562114]Topic 
	Method details 

	Eligibility criteria 
	Specify the inclusion and exclusion criteria for the review and how studies were grouped for the syntheses.

Enter text.


	Information sources 
	
Use the table below to specify all databases (e.g. MEDLINE), registers, websites, organisations, reference lists and other sources searched or consulted to identify studies. Specify the date when each source was last searched or consulted and the number of results.

Enter text.

	Database/other source
	Database provider
	Database segment/version 
	Date search conducted
	No of results 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Provide details of the reference management system used (for example, EndNote, Zotero, RefWorks etc):

Enter text.


	Search strategy
	Present the full search strategies for all databases, registers and websites i.e. all the search terms: textwords (free text), subject index headings (for example, MeSH; medical subject headings) and the relationship between the search terms (for example, Boolean). 

Database name 1 search strategy:


Database name 2search strategy:


Database name 3 search strategy:

Record brief details of any additional searches, such as searches of company or professional organisation databases (include a description of each database):

Enter text.

Provide details of any limits applied to the search strategy (e.g. English language, date limits):

Enter text.
Provide details of any search filters applied to the search strategy (provide citations where relevant):
Enter text.


	Selection process
	Specify the methods used to decide whether a study met the inclusion criteria of the review, including how many reviewers screened each record and each report retrieved, whether they worked independently, and if applicable, details of automation tools used in the process.

Enter text.


	Data collection process 
	Specify the methods used to collect data from reports, including how many reviewers collected data from each report, whether they worked independently, any processes for obtaining or confirming data from study investigators, and if applicable, details of automation tools used in the process.

Enter text.


	Any other notes helpful for reviewer
	
Enter text.




[bookmark: _Structured_abstracts_for]


[bookmark: _Hlk8735533][bookmark: _Hlk8738070]Excluded clinical effectiveness studies
List any excluded studies below. These are studies that were initially considered for inclusion at the level of full text review, but were later excluded for specific reasons; hyperlink text to the available abstract online e.g. PubMed. Highlight any studies that might appear to meet the inclusion criteria, but which were excluded, and explain why they were excluded.
	Excluded study
	Design and intervention(s)
	Rationale for exclusion
	Company comments

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 



[bookmark: _Hlk4595330]Record the numbers of published studies included and excluded at each stage in an appropriate format (for example, the PRISMA flow diagram).
Enter text.

[bookmark: _Structured_abstracts_for_1]Structured abstracts for unpublished studies
	Study title and authors

	Introduction

	Objectives 

	Methods

	Results 

	Conclusion

	Article status and expected publication: Provide details of journal and anticipated publication date






[bookmark: _Appendix_B:_Critical][bookmark: _Toc113619381]Appendix B: Critical appraisal of relevant clinical effectiveness studies
Table [X] Quality assessment results for parallel group RCTs
	Trial number (acronym)
	Trial 1
	Trial 2
	[Add more columns as needed]

	Was randomisation carried out appropriately?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Was the concealment of treatment allocation adequate?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Were the groups similar at the outset of the study in terms of prognostic factors? 
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Were the care providers, participants and outcome assessors blind to treatment allocation?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Were there any unexpected imbalances in drop-outs between groups?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Is there any evidence to suggest that the authors measured more outcomes than they reported?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Did the analysis include an intention-to-treat analysis? If so, was this appropriate and were appropriate methods used to account for missing data?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	


Adapted from Systematic reviews: CRD’s guidance for undertaking reviews in health care (University of York Centre for Reviews and Dissemination).
Table [X] Quality assessment results for non-randomised and non-controlled studies
	[bookmark: _Hlk113621273]Study name
	Study 2
	[Add more columns as needed]
	Study name

	[bookmark: _Hlk94105614]Was the cohort recruited in an acceptable way?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Was the exposure accurately measured to minimise bias?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Was the outcome accurately measured to minimise bias?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Have the authors identified all important confounding factors?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Have the authors taken account of the confounding factors in the design and/or analysis? 
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	Was the follow up of patients complete?
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	

	How precise (for example, in terms of confidence interval and p values) are the results? 
	Yes / no / not clear / N/A
	Yes / no / not clear / N/A
	


Adapted from Critical Appraisal Skills Programme (CASP): Making sense of evidence 12 questions to help you make sense of a cohort study

[bookmark: _Toc113619382]Appendix C: Identification and selection of adverse events
Table [X] Reporting search for adverse events
	Topic 
	Method details 

	Eligibility criteria 
	Specify the inclusion and exclusion criteria for the review and how studies were grouped for the syntheses.

Enter text.


	Information sources 
	
Use the table below to specify all databases (e.g. MEDLINE), registers, websites, organisations, reference lists and other sources searched or consulted to identify studies. Specify the date when each source was last searched or consulted and the number of results.

Enter text.

	Database/other source
	Database provider
	Database segment/version 
	Date search conducted
	No of results 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Provide details of the reference management system used (for example, EndNote, Zotero, RefWorks etc):

Enter text.


	Search strategy
	Present the full search strategies for all databases, registers and websites i.e. all the search terms: textwords (free text), subject index headings (for example, MeSH; medical subject headings) and the relationship between the search terms (for example, Boolean). 

Database name 1 search strategy:


Database name 2search strategy:


Database name 3 search strategy:

Record brief details of any additional searches, such as searches of company or professional organisation databases (include a description of each database):

Enter text.

Provide details of any limits applied to the search strategy (e.g. English language, date limits):

Enter text.
Provide details of any search filters applied to the search strategy (provide citations where relevant):
Enter text.


	Selection process
	Specify the methods used to decide whether a study met the inclusion criteria of the review, including how many reviewers screened each record and each report retrieved, whether they worked independently, and if applicable, details of automation tools used in the process.

Enter text.


	Data collection process 
	Specify the methods used to collect data from reports, including how many reviewers collected data from each report, whether they worked independently, any processes for obtaining or confirming data from study investigators, and if applicable, details of automation tools used in the process.

Enter text.


	Any other notes helpful for reviewer
	
Enter text.



Adverse events evidence
List any relevant studies below. If appropriate, further details on relevant evidence can be added to the adverse events section.
	[bookmark: _Hlk113621308]Study
	Design and intervention(s)
	Details of adverse events
	Company comments

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 



Record the numbers of published studies included and excluded at each stage in an appropriate format (for example, the PRISMA flow diagram).
Enter text.
[bookmark: _Hlk5788099]
[bookmark: _Appendix_D:_Checklist][bookmark: _Appendix_C:_Checklist][bookmark: _Appendix_DC:_Search][bookmark: _Appendix_D:_Search][bookmark: _Toc1999797][bookmark: _Toc8395896][bookmark: _Toc113619383][bookmark: _Hlk4431306]Appendix D: Identification and selection of relevant economic evidence
Describe the process and methods used to identify and select the studies relevant to the technology being evaluated. See section 2 of the user guide for full details of how to complete this section.
	Topic 
	Method details 

	Eligibility criteria 
	Specify the inclusion and exclusion criteria for the review and how studies were grouped for the syntheses.

Enter text.


	Information sources 
	
Use the table below to specify all databases (e.g. MEDLINE), registers, websites, organisations, reference lists and other sources searched or consulted to identify studies. Specify the date when each source was last searched or consulted and the number of results.

Enter text.

	Database/other source
	Database provider
	Database segment/version 
	Date search conducted
	No of results 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Provide details of the reference management system used (for example, EndNote, Zotero, RefWorks etc):

Enter text.


	Search strategy
	Present the full search strategies for all databases, registers and websites i.e. all the search terms: textwords (free text), subject index headings (for example, MeSH; medical subject headings) and the relationship between the search terms (for example, Boolean). 

Database name 1 search strategy:


Database name 2search strategy:


Database name 3 search strategy:

Record brief details of any additional searches, such as searches of company or professional organisation databases (include a description of each database):

Enter text.

Provide details of any limits applied to the search strategy (e.g. English language, date limits):

Enter text.
Provide details of any search filters applied to the search strategy (provide citations where relevant):
Enter text.


	Selection process
	Specify the methods used to decide whether a study met the inclusion criteria of the review, including how many reviewers screened each record and each report retrieved, whether they worked independently, and if applicable, details of automation tools used in the process.

Enter text.


	Data collection process 
	Specify the methods used to collect data from reports, including how many reviewers collected data from each report, whether they worked independently, any processes for obtaining or confirming data from study investigators, and if applicable, details of automation tools used in the process.

Enter text.


	Any other notes helpful for reviewer
	
Enter text.






Excluded economic studies
List any excluded studies below. These are studies that were initially considered for inclusion at the level of full text review, but were later excluded for specific reasons. Provide hyperlinks to the paper or abstract where possible. If not possible please explain why. 
	[bookmark: _Hlk113621331]Excluded study
	Design and intervention(s)
	Rationale for exclusion
	Company comments

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 

	Enter text.
 
	Enter text.
 
	Enter text.
 
	Enter text.
 



Record the numbers of published studies included and excluded at each stage in an appropriate format (for example, the PRISMA flow diagram).
Enter text.
[bookmark: _Toc8395897]


[bookmark: _Toc113619384]Appendix E: Critical appraisal of relevant economic evidence
Table [X] Quality assessment results for economic studies
	[bookmark: _Hlk113621353]Study 
	Response
	Comments

	Section 1: Applicability (relevance to specific review questions and the NICE reference case)
	–
	–

	[bookmark: _Hlk86913080]1.1 Is the study population appropriate for the review question? 
	Yes / partly / no / not clear / N/A
	Enter text.
 

	1.2 Are the interventions appropriate for the review question?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	1.3 Is the system in which the study was done sufficiently similar to the current UK context?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	1.4 Are the perspectives clearly stated and are they appropriate for the review question?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	1.5 Are all direct effects on individuals included, and are all other effects included where they are material?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	1.6 Are all future costs and outcomes discounted appropriately?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	1.7 Is quality-adjusted life year (QALY) used as an outcome, and was it derived using NICE’s preferred methods? If not, describe the rationale and outcomes used in line with the analytical perspectives taken (row 1.4, above).
	Yes / partly / no / not clear / N/A
	Enter text.
 

	1.8 Are costs and outcomes from other sectors fully and appropriately measured and valued?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	1.9 Overall judgement: directly applicable
	Yes / partly / no / not clear / N/A
	Enter text.
 

	Section 2: Study limitations (the level of methodological quality)
	–
	–

	2.1 Does the model structure adequately reflect the nature of the topic under evaluation?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.2 Is the time horizon sufficiently long to reflect all important differences in costs and outcomes?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.3 Are all important and relevant outcomes included?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.4 Are the estimates of baseline outcomes from the best available source?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.5 Are the estimates of relative intervention effects from the best available source?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.6 Are all important and relevant costs included?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.7 Are the estimates of resource use from the best available source?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.8 Are the unit costs of resources from the best available source?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.9 Is an appropriate incremental analysis presented or can it be calculated from the data?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.10 Are all important parameters whose values are uncertain subjected to appropriate sensitivity analysis?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.11 Is there any potential conflict of interest?
	Yes / partly / no / not clear / N/A
	Enter text.
 

	2.12 Overall assessment: 
	Minor limitations/Potentially serious limitations/Very serious limitations
	Enter text.
 



See Appendix H of the Developing NICE guidelines: the manual (updated 2022), pages 10 and 11 have additional questions if the study is a cost benefit or cost consequences analysis, respectively. Pages 12 to 23 contain notes for how to carry out the critical assessment for each question.


[bookmark: _Toc113619385]Appendix F: Model structure
Provide a diagram of the structure of your decision model.
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[bookmark: _Appendix_EC:_Checklist][bookmark: _Toc113619386]Appendix G: Checklist of confidential information
See section 1 of the user guide for instructions on how to complete this section.
Does your submission of evidence contain any confidential information? Check the appropriate box:
No ☐
If no, proceed to declaration (below).
Yes ☐
If yes, complete the table below, and insert or delete rows as necessary. Ensure that all relevant sections of your submission of evidence are clearly highlighted and underlined in your submission document (see User Guide for more details on how to do this) and match the information in the table. Add the referenced confidential content (text, graphs, figures, illustrations and so on) to which this applies.
	Page number
	Nature of confidential information
	Rationale for confidential status
	Timeframe of confidentiality restriction

	
Enter text.
	☐ Commercial in confidence
☐ Academic in confidence
☐ Depersonalised data 
	
Enter text.	
Enter text.
	Details
	Enter text.
	–
	–

	
Enter text.
	☐ Commercial in confidence
☐ Academic in confidence
☐Depersonalised data
	
Enter text.	
Enter text.
	Details
	Enter text.
	–
	–


Confidential information declaration
I confirm that:
All relevant data pertinent to the development of medical technology guidance (MTG) has been disclosed to NICE.
All confidential sections in the submission have been marked correctly.
[bookmark: _Hlk5347804]If I have attached any publication or other information in support of this notification, I have obtained the appropriate permission or paid the appropriate copyright fee to enable my organisation to share this publication or information with NICE.
Note that NICE does not accept any responsibility for the disclosure of confidential information through publication of documentation on our website that has not been correctly marked. If a completed checklist is not included, then NICE will consider all information contained in your submission of evidence as not confidential.
	Signed*:
* Must be medical director or equivalent
		Date:
	
Enter text.

	Print:
	
Enter text.
	Role / organisation:
	
Enter text.

	Contact email:
	Enter text.
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