Decision problem meeting form

NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
Health technology appraisal 
Company decision problem form
Please use this form for submitting information about the pre-invitation scope, which will inform discussion at the decision problem meeting with NICE. This should be used with the company submission template, the ‘Guide to the methods of technology appraisal’, the ‘Addendum to the guide to the processes of technology appraisal’ and the ‘Addendum to the guide to the methods of technology appraisal’, available on the NICE website.
Please note that all commercial in confidence and academic in confidence information in this document must be appropriately highlighted and underlined and justification provided for the confidential nature of the information.

Section 1: Questions for the NICE technology appraisal programme 
Please state any specific technical issues or questions about this technology appraisal that need discussing at the decision problem meeting. Please highlight any expected challenges in adhering to the ‘reference case’ (see ‘Guide to the methods of technology appraisal’). 
	


Section 2: Proposal for a fast track appraisal [do not complete this section if not relevant]
If you think that this technology appraisal should be in the fast track appraisal (FTA) process, is this because:
 FORMCHECKBOX 

The base-case incremental cost-effectiveness ratio (ICER) is less than £10,000 per quality-adjusted life year (QALY) gained.
OR
 FORMCHECKBOX 

The technology is likely to provide similar or greater health benefits at similar or lower cost than technologies recommended in published NICE technology appraisal guidance for the same indication.
(Please double-click on the box to tick it)
In the box below, summarise the evidence and assumptions supporting your proposal for an FTA (maximum 250 words). The selection criteria for the FTA process are in section 3 of the ‘Addendum to the guide to the processes of technology appraisal’. The methods to be used for a cost–comparison case are in the ‘Addendum to the guide to the methods of technology appraisal’. 
	


Section 3: NICE pre-invitation scope
	Section
	Notes
	Company information

	Population 
	In this section please specify the decision problem that the evidence submission will address. The decision problem should be in line with NICE’s pre-invitation scope and should state the key parameters that the information in the evidence submission will address.
Provide a clear rationale if the decision problem differs from the NICE pre-invitation scope.
	

	Intervention
	
	

	Comparator(s)
	
	

	Outcomes
	
	

	Economic analysis
	
	

	Subgroups to be considered
	
	

	Special considerations, including equity or equality issues
	
	


Section 4a: Comparison with methodology used in previous NICE technology appraisals in the same disease area

Please highlight key issues from previous NICE technology appraisals in the disease area/indication that may be relevant to this technology appraisal. For example, uncertainties around, and plausibility of, assumptions and inputs in the economic model (such as utility values used). Please comment on how these issues were addressed in previous appraisals, including the committee’s preferred assumptions, and detail the approach planned for this appraisal. 
It may be appropriate to apply different assumptions from those in previous technology appraisals, for example if clinical practice or the understanding of the disease has changed, or if the evidence base necessitates a different model structure or assumptions. Provide a clear rationale if the intended methodology or assumptions differ from the committee’s preferred assumptions in previous appraisals.
	Previous appraisal
	Issue
	How issue was addressed in previous appraisals and committee’s preferred assumptions
	Company’s planned approach 
and rationale

	
	
	
	

	
	
	
	

	[Add more rows as needed]


Section 4b: Relevant outcomes and assumptions [do not complete this section if there are no published NICE technology appraisals of the comparators]
Please compare the outcomes and specific measurement scales that will be included in your evidence submission with those included in the published NICE technology appraisal(s) of the comparator(s). This section is particularly relevant if the new technology is likely to have similar clinical efficacy to the comparator. Please focus on the key drivers of cost effectiveness in NICE technology appraisals of the comparator(s) and highlight the appraisal committee’s preferred assumptions about these outcomes. 
	Comparator appraisal
	Outcome and measurement scale used in NICE appraisal of comparator(s)
	Committee’s preferred assumptions in NICE appraisal of comparator(s)
	Company comments

	Notes: please comment on whether your evidence submission will include the same outcomes as the comparator appraisal and whether the outcomes were collected using the same measurement scales and/or defined in the same way as in the comparator appraisal. If differences exist, please provide a rationale.

	
	
	
	

	
	
	
	

	[Add more rows as needed]


Section 4c: Resource use [do not complete this section if there are no published NICE technology appraisals of the comparators]
Please highlight the resource costs that will be included in your evidence submission and compare these with the costs included in published NICE technology appraisal(s) of the comparator(s). This section is particularly relevant if the new technology is likely to be similar in its resource use to the comparator. 
Key costs included in NICE technology appraisal(s) of comparator(s)

	Comparator appraisal 
	Key resource costs associated with comparator(s)
	Committee’s preferred assumptions in NICE appraisal of comparator(s)
	Company comments

	Notes: please state whether the new technology will be associated with any additional resource costs relative to its comparator(s). Highlight whether the assumptions and data sources in your evidence submission will differ from those in NICE technology appraisals of the comparator(s). Please also comment on any uncertainties or potential areas of complexity.

	
	
	
	

	
	
	
	

	[Add more rows as needed]


Section 5a: Additional areas of complexity 
When estimating clinical and cost effectiveness, particular emphasis should be given to adhering to the ‘reference case’ (see ‘Guide to the methods of technology appraisal’). Reasons for deviating from the NICE reference case should be clearly explained in your evidence submission to NICE. Please highlight any expected challenges in adhering to the reference case in the clinical effectiveness and cost-effectiveness tables below.
Clinical effectiveness
	Section
	Notes
	Company comments

	Clinical evidence sources and potential challenges in interpretation
	Please present information and/or issues relating to the clinical evidence that will be included in your submission. This section should be completed using NICE’s ‘Guide to the methods of technology appraisal’, sections 3.3.1–3.3.8, 3.3.12 and 5.2.1–5.2.18.
	

	Relevant evidence that is likely to become available during the appraisal
	
	

	Additional information
	Please provide any additional information relating to clinical effectiveness that you believe NICE should be aware of.
	


Provide details of the relevant trials (both randomised controlled trials [RCTs] and non-RCTs) that will be included in your evidence submission to NICE. This should be in the tabular format below. 
Please note that we expect you to provide the clinical study report(s) for the pivotal trial(s) as part of the appendices or references to your evidence submission.
RCT 
	Trial no. (acronym)
	Intervention
	Comparator
	Population
	Primary study ref.

	Trial 1
	
	
	
	

	Trial 2
	
	
	
	

	Etc.
	
	
	
	


Non-RCT

	Trial no. (acronym)
	Intervention
	Population
	Objectives
	Primary study ref.
	Justification for inclusion

	Trial 1
	
	
	
	
	

	Trial 2
	
	
	
	
	

	Etc.
	
	
	
	
	


Cost effectiveness
	Section
	Notes
	Company comments

	Cost-effectiveness sources and potential challenges in interpretation e.g. health-related quality-of-life data
	Please present information relating to the cost-effectiveness evidence. This section should be completed using NICE’s ‘Guide to the methods of technology appraisal’, sections 3.3.9-3.3.11, 5.3, and 5.5-5.8.
	

	Potential inclusion and handling of a patient access scheme
	Please provide information on any proposed patient access scheme. 

If the patient access scheme has not yet been agreed with the Department of Health, please provide a timescale. 
	

	Economic model software
	NICE accepts executable economic models using standard software (that is, Excel, DATA, R or WinBUGs) and the company must give NICE full access to the programming code. Please indicate which software will be used. If you plan to submit a model in a non-standard package, NICE, in association with the ERG, will investigate whether the requested software is acceptable, and establish if you need to provide NICE and the ERG with temporary licences for the non–standard software for the duration of the appraisal. NICE reserves the right to reject economic models in non-standard software.
	

	Additional infomation
	Please provide any additional information relating to cost effectiveness that you believe NICE should be aware of.
	


Section 5b: Additional areas of complexity – Cancer Drugs Fund [please delete this section if not relevant]
From April 2016, NICE’s appraisal committees have been able to recommend drugs for use within the Cancer Drugs Fund. For further information see the addendum to the process and methods guide and the specification for Cancer Drugs Fund data collection arrangements.

	Section
	Notes
	Company comments

	Candidate for the Cancer Drugs Fund (CDF)
	Please specify whether you consider the technology to be a candidate for entry into the CDF? 

NICE is now able to recommend a cancer drug for use in the CDF if it has the plausible potential to be cost effective, but the clinical evidence is not robust enough for a recommendation in routine use. The drug will then be available within the CDF while more evidence is gathered to resolve the key areas of uncertainty.
	

	Provide details of any relevant ongoing or planned phase III studies
	If a candidate for the CDF, please list any relevant ongoing or planned phase III studies that are expected to be completed after the appraisal has been published. Provide details of the intervention, comparator, population, outcomes and anticipated timeframe for reporting.
	

	Preferred source of data collection
	If a candidate for the CDF, please specify the preferred source of data collection to resolve the uncertainty. For example, ongoing or new clinical studies, registries or the Systemic Anti-cancer Therapy (SACT) dataset. If relevant, provide details of any clinical studies or registries. 
	

	Population included in CDF proposal
	If a candidate for the CDF, please specify whether you anticipate that the population included in the CDF proposal is expected to be the population covered by the whole marketing authorisation or a subpopulation of the marketing authorisation. List any proposed details of patient eligibility for treatment, for example (if relevant), disease stage, previous treatment, performance status, mutation status.
	

	Proposed outcomes to be collected
	If a candidate for the CDF, please specify the proposed outcome data to be collected from each source of data collection that may resolve the key areas of uncertainty.
	

	Anticipated timeframe for data collection
	If a candidate for the CDF, please specify the anticipated minimum timeframe of data collection for providing meaningful data.
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