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[bookmark: _Toc29198824][bookmark: _Toc49182140][bookmark: _Toc49517171][bookmark: _Toc53392475][bookmark: _Toc53470596][bookmark: _Toc53471116][bookmark: _Toc76976983][bookmark: _Toc76981355][bookmark: _Toc81467335][bookmark: _Toc81467705]Current context and scope of project
The NHS Cancer Programme Innovation Open Call is an investment funded by the NHS Cancer Programme at NHS England and NHS Improvement. The NHS Cancer Programme Innovation Open Call runs a competitive process to identify global market-ready solutions and support implementation with a financial commitment to the supplier. 
The aims of the programme, as part of the wider NHS Cancer Innovation Programme are:
· Identify and prioritise innovations that will have an impact on the Long Term Plan ambitions for cancer.
· Fund real world implementation pilots of prioritised innovations to speed up the pathway to implementation and support large scale roll-out.
· Create an evidence base to enable faster adoption and scale-up of innovations.
· Enable and support industry to work with the NHS. 
The programme supports real world implementation studies at local, regional, and national levels; and will generate evidence as part of a robust evaluation to support further roll-out. 
The primary purpose of the evaluations is to help determine whether the innovation should be adopted across the health and social care system in England, and if so, build the evidence base required to support a national roll-out. 
This scoping plan sets the foundation of the initial engagement between [evaluation partner name] and [company name], dated and signed when the scope is agreed. Note that the suggestions in this document are non-exhaustive, further ones might be uncovered. 
[bookmark: _Toc49182141][bookmark: _Toc49517172][bookmark: _Toc53392476][bookmark: _Toc53470597][bookmark: _Toc53471117][bookmark: _Toc76976984][bookmark: _Toc76981356][bookmark: _Toc81467336][bookmark: _Toc81467706][Innovation name]
[Short description of the company and problem the innovation addresses. Description of the innovation itself and any innovative elements]
[Adherence to standards/regulatory approvals to demonstrate the stage the innovation is at, if relevant]
[Define the clinical problem]
[bookmark: _Toc49182142][bookmark: _Toc49517173][bookmark: _Toc53392477][bookmark: _Toc53470598][bookmark: _Toc53471118][bookmark: _Toc76976985][bookmark: _Toc76981357][bookmark: _Toc81467337][bookmark: _Toc81467707]Population
As the purpose of the evaluation is to assess the innovation suitability for national roll-out or widescale deployment, understanding its applicability across the England population will be crucial. 
[Patient population intended for the innovation
This sub section should describe:
· the population subgroups, health inequality considerations (access to care, outcomes) 
· the variability in patient population across the UK
· the population profile in the sites of deployment
· how representative is the sites’ population compared to the national patient population. If not representative, what could be the impact on the evaluation findings and what steps will be undertaken to mitigate this]
[bookmark: _Toc49182143][bookmark: _Toc49517174][bookmark: _Toc53392478][bookmark: _Toc53470599][bookmark: _Toc53471119][bookmark: _Toc76976986][bookmark: _Toc76981358][bookmark: _Toc81467338][bookmark: _Toc81467708]Intervention
[Description of the intervention to be evaluated
· Main features
· Fit in the clinical pathway and setting (description of the changes needed in the current clinical pathway and current setting to implement the innovation)
· Integration: hardware/software, need for training]
[bookmark: _Toc49182144][bookmark: _Toc49517175][bookmark: _Toc53392479][bookmark: _Toc53470600][bookmark: _Toc53471120][bookmark: _Toc76976987][bookmark: _Toc76981359][bookmark: _Toc81467339][bookmark: _Toc81467709]Comparator
[Description of the comparator for the innovation in the NHS
This sub section should describe:
· Established current practices and current clinical pathways. 
· Limitations/gaps in the current practice when compared to the clinical guidelines 
· Variability in practices and clinical pathways: process, IT systems, clinical team, metrics used for reporting  
· Practices and clinical pathways in the deployment sites
· An assessment of the differences between current practices and the intervention at deployment sites. 
· Anticipated differences in patient outcomes between current practices and pathways and sites receiving the deployed intervention.
[bookmark: _Toc76981365][bookmark: _Toc81467340][bookmark: _Toc81467710]Theory of Change (Logic Model)
Developing a robust evaluation is dependent on having a thorough understanding of what it is the programme or policy is trying to achieve and how. This may be referred to as the logic or theory behind the programme of work, which sets out the problem being addressed (rationale), what the programme sets out to achieve, and how it is going to achieve (inputs) the desired impacts through a series of activities and expected outputs and outcomes. 
[Include a theory of change model]
Please create a diagrammatic representation of the relationship between the innovation resources, activities and intended outcomes. This logic model should provide a clear description of the intervention and its causal assumptions. Information on how to develop a logic model can be found here. A template logic model has been provided. 
Please use the logic model template to list the:
· Rationale
· Inputs
· Activities
· Outputs
· Outcomes
· Impacts
· Assumptions

The evaluation questions should correspond with the listed outputs/outcomes/impacts within this logic model. 
[bookmark: _Toc49182145][bookmark: _Toc49517176][bookmark: _Toc53392480][bookmark: _Toc53470601][bookmark: _Toc53471121][bookmark: _Toc76976988][bookmark: _Toc76981360][bookmark: _Toc81467341][bookmark: _Toc81467711][bookmark: _Toc76981361]Outcomes
[What are the anticipated clinical and economic benefits of the innovation?]
[bookmark: _Toc81467342][bookmark: _Toc81467712]Regulatory Information
The NHS requires all medical devices to be compliant with the legal requirements before a device can be commissioned. 
[Description of regulatory information / compliance in England, e.g. CE marked and classification or N/A if this does not apply to your innovation]
[bookmark: _Toc49182147][bookmark: _Toc49517178][bookmark: _Toc53392482][bookmark: _Toc53470603][bookmark: _Toc53471123][bookmark: _Toc76976990][bookmark: _Toc76981362][bookmark: _Toc81467343][bookmark: _Toc81467713]Selected sites
[Description of the selected sites. For each include the name of the clinical lead, communication strategy, activities to date/planned
For each site, where possible, the evaluation should indicate:
· the expert professional(s)/ clinician(s), whose role is to provide insight into the use of the innovation in the site and to potentially critique the evidence
· the patient representatives/groups, whose role is to provide insight from the user perspective
· the relevance of the site to this evaluation activities and evaluation questions (i.e. why were these sites selected?)]
[bookmark: _Toc53392483][bookmark: _Toc53470604][bookmark: _Toc53471124][bookmark: _Toc49182148][bookmark: _Toc49517179][bookmark: _Toc53392484][bookmark: _Toc53470605][bookmark: _Toc53471125][bookmark: _Toc76976991][bookmark: _Toc76981363][bookmark: _Toc81467344][bookmark: _Toc81467714]Suggested evaluation approach and timeline
[bookmark: _Toc53392485][bookmark: _Toc53470606][bookmark: _Toc53471126][bookmark: _Toc76981364][bookmark: _Toc81467345][bookmark: _Toc81467715][bookmark: _Toc76976992][bookmark: _Toc49517180][bookmark: _Toc49182149]Purpose and Approach 
There are eight principles of the evaluation to be considered. This evaluation will respond to four key evaluation principles: Effectiveness, Implementation, Value and Safety. You may consider responding to the additional four principles in the evaluation: Accuracy, Fit with site, Scale up, Sustainability. 
Table 1: Evaluation principles
	Principles
	Considerations  
	Evaluation type

	Effectiveness
	Outcomes for clinical, operational etc (acceptability by clinicians/users, user experience and satisfaction)
	Impact

	Implementation
	Integration/training/associated costs/barriers and enablers
	Process

	Value
	Health Economics 
	Economic

	Safety
	Key risks, assurance management in place
	Process

	Accuracy
	In the real-world environment and key elements such as sensitivity and specificity 
	Impact

	Fit with site
	Risk assurance management in place; acceptability 
	Process

	Scale up
	Feasibility/timeline/strategy/adaptability assurance
	Process / Economic

	Sustainability
	Continuity of organisation fit/continuous evidence generation/evaluation
	Economic


[bookmark: _Toc53392486][bookmark: _Toc53470607][bookmark: _Toc53471127][bookmark: _Toc76976993][bookmark: _Toc76981366][Outline the purpose of the evaluation, and why the specific approach has been suggested. Include who the evaluation is intended for and why it is important.] 
[Describe the process of determining what the evaluation should be: such as including clinical expert collaboration or using the theory of change for example]
[bookmark: _Toc81467346][bookmark: _Toc81467716]Identified evidence to-date and evaluation gaps 
[Where applicable, provide a description of the gaps as identified in the NICE META tool review and core evidence/evaluation exercises to date
Indicate which documents are publicly available, which have been peer-reviewed or published. Where possible, the evaluation will encourage the publication of data to enable further review. 
Provide appropriate links to online published material or external documentation]
[bookmark: _Toc49517181][bookmark: _Toc53392487][bookmark: _Toc53470608][bookmark: _Toc53471128][bookmark: _Toc76976994][bookmark: _Toc76981367][bookmark: _Toc81467347][bookmark: _Toc81467717]Evaluation questions
[Describe the evaluation questions and the rationale (NICE META review for instance), provide a prioritisation of these evaluation questions]
Examples of Questions in response to the four main principles are:
· Effectiveness – does the innovation have an impact on earlier diagnosis and/or diagnostic efficiency (and resource use / demand of services; clinical capacity; patient compliance; patient experience; patient quality of life; patient outcomes; faster diagnosis)
· Implementation – what are the barriers and enablers to the implementation of the innovation? 
· Value – what is the health economic and budgetary impact of the innovation?
· Safety – what are the key risks and what assurance/management is in place?
Table 2: Rationale for inclusion and prioritisation for each evaluation question
	Evaluation question
	Rationale for inclusion and prioritisation
	Evaluation type

	[Evaluation question #1]
	TBD
	[Impact / Process / Economic]

	[Evaluation question #2]
	TBD
	[Impact / Process / Economic]

	[Evaluation question #3]
	TBD
	[Impact / Process / Economic]

	[Evaluation question #4]
	TBD
	[Impact / Process / Economic]

	[Evaluation question #5]
	TBD
	[Impact / Process / Economic]


[bookmark: _Toc53392489][bookmark: _Toc53470610][bookmark: _Toc53471130][bookmark: _Toc53470612][bookmark: _Toc53471132][bookmark: _Toc76976995][bookmark: _Toc76981368][bookmark: _Toc53392488][bookmark: _Toc53470609][bookmark: _Toc53471129][bookmark: _Toc81467348][bookmark: _Toc81467718]Methodology, metrics, and outcomes
Types of methodologies
GUIDANCE (this text should be deleted): This is typically determined by the evaluation partner and should be specified as a required activity in the evaluation contract. 
Your company or organisation may have some initial ideas on the types of methodologies for this evaluation and these ideas should be outlined here.
[The methods could include but are not limited to:
· Qualitative method: case studies, Delphi studies, ethnographic study, focus groups, interviews, performance monitoring, surveys, documentary analysis
· Experimental and quasi-experimental methods: pre and post, interrupted time series analysis, instrumental variables or natural experiments, observational studies, propensity score matching, regression discontinuity analysis, stepped-wedge trials, synthetic control methods, timing of events.
· Economic analysis methods: budget impact analysis, cost-benefit analysis, cost consequence analysis, cost-effectiveness analysis, cost-efficiency (cost minimisation) analysis, cost-utility analysis, social return on investment analysis.]
Determining data collection methods and outcomes
[Please note that this section is dependent on the type of innovation and evaluation gaps identified.]  
[A few pointers to support the writing of this section include:
· The evaluator should note that in addition to descriptive studies it is useful to gather comparative data. This section should specify how the evaluators propose to collect the comparative data. A clear explanation of the baselining exercise and site data collection approach should be provided. This section should provide appropriate and suitable methods (potentially mixed) using qualitative/quantitative methods/case studies/responsive QI to findings. Preferably this is shown illustratively, using the design matrix below to link to each evaluation question to the data collection methods used. This section should also describe secondary data sets to collect additional data. 
· Description of sampling approaches and statistical methods used 
· Description of health economic studies
· Description of health inequalities methods.]
Table 3: Methods and metrics selected for each evaluation question
	Evaluation question
	Methods used to answer the evaluation question
	Metrics and outcomes used to answer the evaluation question

	[Evaluation question #1]
	TBD
	TBD

	[Evaluation question #2]
	TBD
	TBD

	[Evaluation question #3]
	TBD
	TBD

	[Evaluation question #4]
	TBD
	TBD

	[Evaluation question #5]
	TBD
	TBD


All initial data used to build the economic models and to answer the evaluation questions will be based on:
· Any data and information provided by [innovation name] with respect to existing studies or related to data generated by [innovation name] during the deployment
· Any data provided by the deployment sites (pseudonymise/aggregated patient data, site-level data, costing data, etc.)
· Scientific research papers, relevant data sets and guidance documents, when applicable
· Survey
· Structured interviews
· Etc.
Note that information on how data will be shared is outlined in the DPIA/DSA.
[bookmark: _Toc53470614][bookmark: _Toc53471134][bookmark: _Toc49517183][bookmark: _Toc53392491][bookmark: _Toc53470615][bookmark: _Toc53471135][bookmark: _Toc76976997][bookmark: _Toc76981370][bookmark: _Toc81467349][bookmark: _Toc81467719]Additional considerations and risks for adoption and impact 
[e.g. discussion around supply chain, interoperability, process service, redesign, change in funding approaches
Consider what contracts are already in place, there may be a requirement for decommissioning services to be replaced, or for contract amendments to account for variations in service. 
This scope should also describe the potential impact of Covid-19 on the deployment (uptake, resources, collection of recent baseline) and the actions they could take to mitigate the impact on the evaluation, as well as any existing NHS programmes that may have a potential impact on deployment. 
Initial considerations around monitoring for adverse events]
[bookmark: _Toc49182151][bookmark: _Toc49517184][bookmark: _Toc53392492][bookmark: _Toc53470616][bookmark: _Toc53471136][bookmark: _Toc76976998][bookmark: _Toc76981371][bookmark: _Toc81467350][bookmark: _Toc81467720]Activities
To design this approach, the following documents were considered i.e. [insert relevant documents such as NICE meta analysis]
· [Document 1]
· …
[Please ensure you specify and distinguish evaluation components, the ones evidencing the technology’s clinical effectiveness but also its economic evaluation and relevant cost data collection.] 
Table 5: Evaluation components and associated timeline
	Evaluation component 
	Details
	Timeline

	E.g. NICE meta analysis
	E.g. Economic evidence
	MM/YYYY- MM/YYYY





	E.g. study / academic paper
	 E.g. results
	MM/YYYY- MM/YYYY


	
	
	MM/YYYY-MM/YYYY

	
	
	MM/YYYY- MM/YYYY


[bookmark: _Toc29198831][Ensure that the evaluation component includes evaluation plan / study design, execution and final report]
[bookmark: _Toc53470617][bookmark: _Toc53471137][bookmark: _Toc53470618][bookmark: _Toc53471138][bookmark: _Toc53470619][bookmark: _Toc53471139][bookmark: _Toc53470620][bookmark: _Toc53471140][bookmark: _Toc53470621][bookmark: _Toc53471141][bookmark: _Toc53470622][bookmark: _Toc53471142][bookmark: _Toc53470623][bookmark: _Toc53471143][bookmark: _Toc53470624][bookmark: _Toc53471144][bookmark: _Toc53470625][bookmark: _Toc53471145][bookmark: _Toc53470626][bookmark: _Toc53471146][bookmark: _Toc53470627][bookmark: _Toc53471147][bookmark: _Toc53470628][bookmark: _Toc53471148][bookmark: _Toc53470629][bookmark: _Toc53471149][bookmark: _Toc53470630][bookmark: _Toc53471150][bookmark: _Toc53470631][bookmark: _Toc53471151][bookmark: _Toc53470632][bookmark: _Toc53471152][bookmark: _Toc53470633][bookmark: _Toc53471153][bookmark: _Toc49182153][bookmark: _Toc49517186][bookmark: _Toc53392494][bookmark: _Toc53470634][bookmark: _Toc53471154][bookmark: _Toc76976999][bookmark: _Toc76981372][bookmark: _Toc81467351][bookmark: _Toc81467721]Results and deliverables 
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[Description of the expected deliverables, e.g., how will evidence surrounding clinical/patient outcomes, economic benefits and unintended consequences generated from this evaluation be disseminated to address the decision problem. 
This should include:
· Interim reports (frequency)
· Early economic modelling presentation (timeline)
· Final report with:
· Evidence to support the evaluation questions
· Economic model (timeline)]
· Considerations and recommendations for scale up and QI opportunities
· Consider additional deliverables that would benefit the conduct or utility of the evaluation.]
[bookmark: _Toc49182155][bookmark: _Toc49517188][bookmark: _Toc53392496][bookmark: _Toc53470636][bookmark: _Toc53471156][bookmark: _Toc76977001][bookmark: _Toc76981374][bookmark: _Toc81467353][bookmark: _Toc81467723]Cost of services
The cost of the services offered for a predicted period of X months represent £XX,XXX+ VAT.
[Include a budgeting section with resources, equipment and total costs]
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