 Decision problem meeting pro-forma

NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
Single Technology Appraisal 
Manufacturer / Sponsor Initial Decision Problem proforma
Please use this form for submitting your information relating to the pre-invitation scope which will inform discussion at the Decision Problem meeting with NICE.  This should be used in conjunction with Section A of the STA manufacturer/sponsor submission template and 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 that is submitted within this document must be appropriately highlighted and underlined and justification provided for the confidential nature of the information.

Section 1: NICE pre-invitation scope
	Section
	Notes
	Manufacturer / Sponsor information

	Population 
	In this section the manufacturer or sponsor should specify the decision problem that the formal submission will address. The decision problem should be in line with from the NICE pre-invitation scope issued by NICE and should state the key parameters that the information in the evidence submission will address.
Ensure clear rationale is provided if the decision problem differs from the NICE pre-invitation scope
	

	Intervention
	
	

	Comparator(s)
	
	

	Outcomes
	
	

	Economic analysis
	
	

	Subgroups to be considered
	
	

	Special considerations, including issues related to equity or equality 
	
	


Section 2: Additional areas of complexity 
When estimating clinical and cost effectiveness, particular emphasis should be given to adhering to the ‘reference case’ (see the NICE document ‘Guide to the methods of technology appraisal’ – www.nice.org.uk). Reasons for deviating from the NICE reference case should be clearly explained.
Clinical effectiveness
	Section
	Notes
	Manufacturer / Sponsor comments

	Clinical evidence Sources and potential challenges in interpretation
	Manufacturers and sponsors are requested to present information and/or issues relating to the clinical evidence in preparation of their formal submission. This section should be completed in conjunction with 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.
	

	Evidence likely to become available during the appraisal
	
	

	Additional Considerations
	Please provide any additional information relating to clinical effectiveness that the manufacturer/sponsor believe NICE should be aware of
	


Provide details of all relevant trials (both RCT and non-RCT) that have been submitted/will be submitted to support the marketing authorisation application. This should be in tabular form in the format presented below.  
Please be aware that we expect you to provide the Clinical Study Report for the pivotal trial(s) within the future main company 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
	Manufacturer / Sponsor comments

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

	Companion Diagnostics (where relevant)
	This section should be completed in conjunction with NICE’s ‘Guide to the methods of technology appraisal’, section 5.9.
	

	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 
	

	Innovation
	Do you consider the technology to be innovative in its potential to make a significant and substantial impact on health-related benefits and how it might improve the way that current need is met (is this a ‘step-change’ in the management of the condition)?

Do you consider that the use of the technology can result in any potential significant and substantial health-related benefits that are unlikely to be included in the QALY calculation? 

Please identify the nature of the data which you understand to be available to enable the Appraisal Committee to take account of these benefits.
	

	List price
	Please provide information of the list price agreed with the Department of Health.
If a list price has not yet been agreed, please provide a timescale
	

	Economic model software
	NICE accepts executable economic models using standard software, that is, Excel, DATA, R or WinBUGs.  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 Considerations
	Please provide any additional information relating to cost effectiveness that the manufacturer/sponsor believe NICE should be aware of
	


Section 3: Regulatory information Please indicate whether the information you provide concerning the proposed marketing authorisation is in the public domain and if not when it can be released.  All commercial in confidence information must be highlighted and underlined.
	Section
	Notes
	Manufacturer / Sponsor comments

	Current or proposed marketing authorisation
	 What is the proposed indication for the technology?
	

	
	Which regulatory process are you following?
i.e. MHRA/EMA; 
Centralised or Decentralised Procedure;

Full or abbreviated submission;

New Active Substance or Type II variation.
	

	
	 What is the target date (mm/yyyy) for regulatory submission? 
	

	
	What is the anticipated date (mm/yyyy) of CHMP positive opinion (if applicable), regulatory approval and subsequent launch of the technology?
	

	
	If a regulatory submission has already been made please indicate any discussions currently on-going with the regulator that NICE should be aware of
	


Section 4: Questions for the NICE Technology Appraisal programme Please add any specific issues or questions with regards to this technology appraisal that requires discussion at the Decision Problem Meeting..
