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Readers should be aware that issues and considerations outlined in HTA Lab reports cannot be taken as indicative or suggestive of any future position and will not be regarded as relevant to any future decision that may be taken by NICE.
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[bookmark: _Toc226550404][bookmark: _Toc232677932]Executive summary
Innovative medicines and health technologies increasingly need new infrastructure or changes to existing services for successful implementation in the NHS. These infrastructure and resource use needs for service delivery and service redesign can lead to substantial implementation costs, which may materially affect conclusions about cost effectiveness and affordability. As the rate of healthcare innovation accelerates, implementation challenges are expected to become more frequent and complex. This is likely to increase the risk of inconsistency in how such costs are identified, estimated, and considered in NICE evaluations and associated support tools. 
Current NICE methods provide high‑level guidance on including service delivery costs but do not explicitly set out a comprehensive approach for capturing implementation costs in evaluations. This can lead to variation across evaluations, late alignment between stakeholders, and challenges for decision-making committees when assessing technologies that pose significant operational or system‑level impacts for the NHS. 
This HTA Innovation Laboratory project explored how NICE’s methods and processes for capturing implementation costs could be strengthened. The work drew on a literature review and engagement with internal and external stakeholders typically involved in NICE evaluations. It also tested proposed approaches using 2 case studies: molecular radiotherapies for cancer and treatments for geographic atrophy. The project focused on identifying key challenges, clarifying cost categories, and developing practical, proportionate recommendations to support more consistent and timely evaluations.
The project identified several recurring issues in current practice, including:
uncertainty about whether existing NHS tariffs appropriately reflect the costs of delivering new technologies
challenges in estimating costs for services that do not yet exist
process issues, such as late discussions on implementation costs 
concerns about how company-funded implementation support, spillover effects across services, and differences in investment across clinical areas are handled.
To address these challenges, the report signals a series of recommendations. Short‑term actions focus on making better use of existing NICE processes, particularly through earlier and more targeted engagement on implementation costs during horizon scanning, scoping, and stakeholder submissions. The report also proposes a structured, stepwise approach to identifying, categorising, and costing service delivery requirements in evaluations. Longer‑term actions highlight areas in which additional methodological development may be needed to inform a formal update to NICE’s methods. This includes clearer guidance on the appropriateness of NHS tariffs, carrying out microcosting and cost apportionment in specific circumstances. 
This report summarises our project and findings. It is primarily written for stakeholders typically involved in NICE evaluations. These include external assessment groups (EAGs), companies, NICE technical teams, independent committees and system partners. The objective was to look at how NICE’s evaluation methods and processes related to implementation costs might be improved. The recommendations that follow ultimately aim to support the more transparent, consistent, and proportionate consideration of such costs within NICE evaluations and related processes. Achieving this aim should help to reduce delays, support robust decision making, and ensure that recommendations reflect both clinical value and real-world feasibility in the NHS.
[bookmark: _Toc232677933]Background
Innovative medicines and HealthTech can need new healthcare infrastructure or redesigned services for implementation. For example, a first-in-class treatment may need additional diagnostic services to identify people eligible for treatment. Or an advanced health technology could need new physical infrastructure. These implementation costs could be high and so could affect conclusions about a health technology’s cost effectiveness and budget impact. Section 5.10.4 in NICE's manual on technology appraisal and highly specialised technologies guidance states that NHS England can request a variation to implementation if ‘the potential net budget impact is expected to exceed £40 million per year in any of the first 3 financial years’. So, it is critical that implementation costs are carefully and promptly considered to ensure early planning and informed decision making. But NICE’s current methods do not explicitly outline all aspects of how implementation costs should be captured. This could lead to inconsistency across evaluations, and unnecessary delays in access to innovative technologies that are good value for taxpayers. 
	
	
	



[bookmark: _Toc217338083]In this HTA Lab project we have identified key challenges related to capturing implementation costs in NICE evaluations, and areas in which improvements could be made. This report outlines the key issues and recommendations.
[bookmark: _Toc232677934]The rationale for this report
The aim of this project was to identify ways in which NICE’s existing methods for accounting for implementation costs in health technology evaluations could be improved, through the following activities:
exploring how implementation costs could be categorised to increase clarity of NICE methods and consistency across evaluations 
exploring the key issues and challenges encountered by internal and external stakeholders, to capture and assess implementation costs in NICE evaluations
identifying methods and tools for accounting for implementation costs in economic evaluations for health technology assessment (HTA)
codeveloping a set of recommendations with key stakeholders to improve existing NICE methods and processes, and stress-testing them in 2 case studies.
By combining findings from literature reviews, stakeholder engagement activities and case studies, this report provides insights into key challenges related to capturing implementation costs in NICE evaluations. Also, it provides recommendations for addressing these challenges to support timely decision making.
[bookmark: _Toc232677935]Methods
To inform the work on this topic, we did the following activities:
A literature review was carried out to inform a taxonomy of costs and identify relevant methods for incorporating infrastructure and service redesign costs in economic models and HTA. This included reviews of journal publications, previous NICE evaluation reports, and methodological manuals published by other HTA agencies internationally.
Stakeholder engagement was done to help us understand key challenges and the appropriateness and acceptability of identified methods. Stakeholders included:
NHS England
life sciences industry
health economists
commissioners
clinical experts
patient organisations relevant to prespecified cases studies 
members of other teams at NICE (medicines evaluation, HealthTech, highly specialised technologies, resource impact assessment, managed access, implementation, and health economics and decision modelling). See appendix F for a list of stakeholders and the findings from the stakeholder engagement.
The taxonomy of costs and preliminary recommended processes were tested using 2 case studies: molecular radiotherapies for cancer (technology specific) and treatments for geographic atrophy (indication specific). Additional information on the case studies, including a rationale for selection, are in appendix E. 
Cost categories
[bookmark: section5]There is no consistent definition of an ‘implementation cost’. within the HTA community. So, we developed a taxonomy (see table 1) to clarify the categories that are typically associated with implementation beyond the cost of acquiring a health technology. It includes examples of costs within each category. This taxonomy is meant to support discussions between stakeholders at different stages of technology evaluation. These stages include horizon scanning and early planning, assessing cost effectiveness and resource impact, and final decision making. 
From a NICE and NHS operational perspective, and for the purpose of this report, the implementation cost items included in table 1 all fall into 1 of 2 overarching categories:
· Service delivery costs: These are all the costs associated with delivering a medicine or health technology, when a suitable service already does or is assumed to exist, estimated as cost per patient treated. These should be included in economic evaluations for NICE evaluations where appropriate and can be: 
· one-off investments in infrastructure, for example, machinery and equipment
· costs associated with ongoing treatment delivery, for example, monitoring, administration costs and homecare costs.
Service set-up and transformation costs: These are costs associated with setting up or transforming services when there are no existing services to support implementing the health technology. The responsibility and costs of staff time for developing and transforming service pathways are currently incurred by NHS England and integrated care boards (ICBs). These costs would not be included in economic models for NICE evaluations. But the costs incurred for service delivery once the services are set up would be included in economic evaluations for NICE evaluations where appropriate. Also, the aspects related to service transformation would be considered by committees in decision making. 
[bookmark: _Ref216212161][bookmark: table1]Table 1. Taxonomy of implementation costs
	Category
	Components

	Personnel-related costs (ongoing service delivery costs)
	Staff time (that is, additional time spent by existing staff on introducing a new technology, for example, to monitor performance of digital health technology relying on artificial intelligence)
Overheads (if not included in the estimations of staff time costs or if implementing a technology leads to an increase in overheads)

	Personnel-related costs (set up of new services or expansion of existing services)
	Number of staff (that is, additional staff needed because of introducing a new technology)
Staff training (for example, training needed to administer an advanced treatment)
Staff recruitment (that is, costs associated with hiring additional staff)
Staff upskilling (for example, training nurses to take on tasks for which doctors were previously responsible)
Staff certification (that is, official certification needed for staff to use the technology)

	Capital investment costs (one-off costs)
	Physical infrastructure and facilities (for example, new clinics that need to be set up to administer the technology)
Device and equipment acquisition and installation (that is, new equipment needed to implement the technology)
Digital infrastructure (for example, digital systems set up to monitor disease)
Site or service certification (that is, the cost of certifying a site or service to deliver a specific technology)

	Non-personnel operating costs (ongoing service delivery costs)
	Diagnostic tests or workup (for example, a genetic test needed to determine eligibility for a treatment)
Patient transportation (for example, if care is moved away from the community and patients need to be transported to hospitals and the costs would be covered by the NHS or personal social services as in NICE’s reference case)
Device and infrastructure maintenance and servicing costs (that is, costs associated with necessary maintenance)
Consumables (for example, single-use syringes needed to administer a technology)
Rent (if applicable)
Utilities (for example, electricity costs) 

	Supply chain costs 
(ongoing service delivery costs)
	Drug storage (for example, cold storage)
Drug transportation (for example, fast transportation needed because of a short half-life)
Drug disposal (for example, specific requirements for controlled substances)


[bookmark: _Toc226550409][bookmark: _Toc232677937]Key issues
We did not identify guidance in the literature on how to best account for implementation costs in economic models for HTA (see appendices A and D). But the main challenges faced by internal and external stakeholders, as outlined in this section, are specific to NICE and NHS methods and processes.
[bookmark: _Toc232677938]6.1 Appropriateness of Health Resource Group (HRG) codes 
[bookmark: _Toc232677939]6.1.1 Health technologies within existing pathways 
It has sometimes been challenging to determine whether existing NHS HRG codes capture all the relevant costs associated with services needed for delivering a new health technology. HRG ‘cost collection’ data provides the average cost of service activity and reflects pathways as they exist today. But those average values might not be perfectly transferable to a future time when a new technology has entered the pathway. Alternative HRG ‘tariff’ data provides aggregate costs that can be set by the healthcare system to incentivise or disincentivise the delivery of specific services. This means that they may not directly reflect the actual costs of service provision. Also, cost collection data may contain HRG codes that do not yet exist as HRG tariffs. So, there is a need for the appropriateness of an HRG code and associated cost data to be evaluated on a case-by-case basis. This is to ensure that it captures all the service delivery costs of interest for each health technology.
[bookmark: _Toc232677940]6.1.2 Health technologies when there are no existing services to support their implementation
For these health technologies, there will be no existing HRG codes. So, companies and EAGs will need to either carry out their own costing studies or assume the generalisability of an existing tariff from a comparable service. In parallel, NHS England does internal calculations to generate an estimate of the expected cost, which may not be based on publicly available data. Also, generalising resource use from a trial protocol to reflect what routine practice may be for a service that does not exist can be challenging and associated with significant uncertainty.
Estimates by companies and NHS England may be inconsistent and lead to very different cost-effectiveness results. Also, there may not be an opportunity to interrogate these estimates in detail ahead of the first (or subsequent) NICE independent committee meeting in which decision making takes place. This may lead to committees themselves trying to determine which costs or combinations of individual costs are most appropriate for decision making.
[bookmark: _Toc232677941]6.2 Methods issues 
[bookmark: _Toc232677942]6.2.1 General issues
NICE's manual on technology appraisal and highly specialised technologies guidance provides some high-level guidance on including service delivery costs in economic evaluations. There is scope for the manual to elaborate further on cost categories that need to be considered and how one-off and recurring costs should be handled. Additional guidance on how to determine when HRG costs are inappropriate and how to carry out and report microcosting in those instances is also needed. The manual could also, when appropriate, elaborate on potential approaches for doing cost apportionment. This could help to support consistency across evaluations and to capture spillover effects on other health technologies. Finally, when appropriate, there should be alignment on costs across resource impact assessments and economic evaluations. These issues are outlined in detail in appendix C.
[bookmark: _Toc220670725][bookmark: _Toc232677943]6.2.2 Challenges in distinguishing between costs attributed to technologies and core services
NICE’s methodological guidance is based on it being clear about what constitutes a truly marginal cost (that is, the additional cost of one further unit of resource) of delivering the technology relative to standard care. An example provided in NICE's manual on technology appraisal and highly specialised technologies guidance is a companion diagnostic test. But there are instances in which tests and services are already expected to be part of routine practice but are not. For example, this could be if a test or service is:
associated with the delivery of a comparator treatment that received a positive recommendation by NICE or has an NHS commissioning policy within the same indication but is still not routinely available
part of a planned expansion to NHS services as part of current standard of care for the same indication.
So, it is important to clarify what to do in economic evaluations if routine tests and services are not available. It is also important to clarify whether the resources should be assumed to be a pre-existing part of standard care for comparator treatments or a new resource use associated with the intervention.
[bookmark: _Toc232677944]6.3 Process issues
[bookmark: _Toc232677945]6.3.1 Late discussions around implementation costs
An overarching issue is that alignment around assumptions on resource use and costs between different stakeholders often occurs too late in the evaluation process or may not occur at all. This has contributed to delays in decision making and has also been raised as an issue in previous appeals to NICE decisions (See NICE’s ongoing technology appraisals on brexucabtagene autoleucel for treating relapsed or refractory mantle cell lymphoma after 2 or more systemic treatments and lecanemab for treating mild cognitive impairment or mild dementia caused by Alzheimer’s disease).
[bookmark: _Toc232677946]6.3.2 Companies covering part or all the implementation costs
In theory, submitting organisations may propose to fund some or all necessary implementation resources, reducing the service delivery costs for the NHS. But such proposals might not be binding. So, they carry the risk of approval based on a cost-effectiveness estimate that may not be accurate post-approval (for example, if the company decides to stop covering the cost of administering the technology). Also, when evaluating newer health technologies for the same indication, this creates a challenge on how to account for these costs. 
[bookmark: _Toc232677947]6.4 Perceived barriers to uptake of innovative technologies in the NHS
[bookmark: _Toc232677948]6.4.1 Uncaptured positive spillover effects on health systems
New services or infrastructure set up to support implementing innovative health technologies might have positive spillover effects in the health system. For example, they could improve care for other indications, increasing efficiencies or freeing up resources that can be used for other indications. These efficiencies could contribute to strengthening the healthcare system when excess capacity can be utilised elsewhere. But such benefits are not typically explicitly captured in economic models and considered in NICE evaluations. 
[bookmark: _Toc232677949]6.4.2 Demonstrating cost effectiveness as a first-in-class medicine
For disruptive health technologies with no existing infrastructure to support their implementation, the service delivery costs can be substantial relative to standard care. So, they may not be cost effective even when they are clinically effective. This means that companies may feel disincentivised to be the first to launch a first-in-class medicine to market when these costs may not be offset by the medicines’ additional value.
[bookmark: _Toc232677950]6.4.3 Difference in budget allocations across clinical areas
Given differences in investment across clinical areas in the NHS, implementation costs may be higher in some areas than others. This means that some medicines that target conditions with higher implementation costs, may have to account for these additional costs in their evaluation. This may make these cost more difficult to offset. 
[bookmark: _Toc232677951]Recommendations
This section outlines some HTA Lab recommendations to advance NICE’s methods and processes for capturing implementation costs. These could be broadly categorised into changes that can be implemented in the:
short term (see section 7.1), needing minimal effort or are slight amendments within, or clarifications of, existing NICE methods and processes
[bookmark: _Toc220670733][bookmark: _Ref225419498]longer term (see section 7.2), possibly needing additional work or consultation ahead of their introduction, such as updating the methods guidance through NICE’s modular update process.
Once the updates to process and methods for accounting for implementation costs in NICE evaluations have been agreed, their implementation should be accompanied by appropriate training for EAGs, NICE technical teams and independent committees.
[bookmark: _Toc232677952]7.1 Recommendations for short-term changes
[bookmark: _7.1_Recommendations_for]The recommendations outlined in this section signal short-term actions that NICE could explore to support the appropriate and proportionate consideration of implementation costs. If progressed, they should be piloted before incorporating them routinely in NICE processes. This would allow an assessment of the likelihood of achieving more streamlined processes and decision making at NICE. It would also enable identification of any potential additional burden on NICE technical teams, EAGs and stakeholders. After the pilot, process changes could be reflected in NICE’s standard workflows.
[bookmark: _Toc232677953]7.1.1 Early engagement on implementation costs
Effective early engagement to identify issues related to implementation costs, and achieve alignment on evaluation approaches, is crucial to avoid delays before or after the first NICE committee meeting. This does not necessarily need new processes, given that steps for stakeholder engagement already exist within current NICE workflows. Rather, existing engagement opportunities could be targeted towards implementation costs as an important consideration. For example:
Horizon scanning: Within NICE’s enhanced horizon scanning function, NICE and NHS England identify disruptive medicines that could have substantial impacts on care pathways and service redesign. For areas where it is expected that there will be a high impact on NHS services, they do more detailed, case-by-case analyses to assess potential service implications and associated costs. The NICE horizon scanning function could put a mechanism in place for such technologies. So, if they are selected for evaluation, relevant teams at NICE (including the medicines evaluation and the implementation teams) are engaged with to ensure that implementation costs are considered well before the evaluation starts (for example, by the scoping stage).
NICE Advice system engagements: Stakeholders should be encouraged to use system engagement opportunities to discuss implementation cost issues and discuss potential plans to account for this at an early stage before an evaluation starts.
Scoping workshop: In NICE’s existing processes for technology evaluation, there is an opportunity for holding a scoping workshop. The decision about whether to hold a scoping workshop is done on a case-by-case basis. We recommend holding scoping workshops for technologies that are expected to have important service delivery costs or need significant service transformation. This is to enable understanding of the implications for the evaluation and implementation of health technologies. Representation from NHS England (or the Department of Health and Social Care, as appropriate) and ICBs should be sought.

To ensure time for an appropriate discussion of key issues relating to implementation costs, NICE could share a template with detailed consultation questions in advance, to gather information about:
the relevance of implementation cost categories from the taxonomy of costs in section 5
any service expansion that is planned or would be needed to support implementing the new technology
the potential for existing services for other indications to support implementing the new technology
current capacity, how the pathway would change and any potential barriers to implementation if the technology were to be recommended
any relevant potential sources of costing information (for example, NHS HRG cost collection codes or tariffs) and their appropriateness for use in the evaluation (that is, whether they reflect the relevant costs and whether any adjustment to incentivise or disincentivise services can be made).
Stakeholder submissions. The stakeholder submission forms for NHS England and ICBs include broad questions about services needed to support implementation. Submission of these forms is voluntary so are currently not always provided. Stakeholders submit the forms to NICE for evaluations of medicines and highly specialised technologies after the final scope is published on the NICE website. NICE could update these to gather detailed insights around implementation implications and costs early in the process, while accounting for confidential information. Specifically, the forms could include questions that are aligned with those in the template used for the scoping workshop. Similar stakeholder submission forms could be used in HealthTech evaluations.
[bookmark: _Toc232677954]7.1.2 Establishing a structured approach for considering implementation costs
It is important that stakeholders, NICE technical teams and EAGs follow a structured approach when considering implementation costs in evaluations. This should be informed by engagement with healthcare professionals, patient organisations, commissioners, and any other relevant stakeholders. Table 2 presents a proposed approach. 

[bookmark: _Ref225370260]Table 2. Structured approach for considering implementation costs in NICE evaluations 
	Step
	Approach

	Assess need
	Determine whether the new technology needs new infrastructure or services, based on engagement with stakeholders including healthcare professionals, patient organisations, and payers (for example, NHS commissioners, the Department of Health and Social Care).

	Map to taxonomy and determine one-off and recurring costs
	Map implementation costs to the categories in the taxonomy and clarify what the one-off and continuous service delivery costs are. The taxonomy categories may not all be relevant.

	Consider context
	Clarify whether any of the following apply, and agree on how these will be captured in the evaluation in line with recommendations in this report:
there are existing plans to create or expand NHS services that support implementation
there are existing services for other indications that could be used
services will be shared across similar technologies.

	Collate key implementation costs
	Compile a list of key implementation aspects that need to be captured during the NICE evaluation because of their likely impact on decision making. This should be informed by previous relevant evaluations, published economic studies and engagement with stakeholders including healthcare professionals, patient organisations, and payers (for example, NHS commissioners, Department of Health and Social Care).

	Costing
	Determine whether there is an existing relevant macrocosting estimate that appropriately captures relevant implementation costs (for example, an NHS tariff). If not, do microcosting.


[bookmark: _7.2_Recommendations_for][bookmark: _Ref225419570][bookmark: _Toc232677955]7.2 Recommendations for longer-term changes
[bookmark: _Toc232677956]7.2.1 Proposed changes to NICE methods
[bookmark: _6.2.1.2_Specific_changes]The recommendations outlined in this section signal longer-term actions that NICE could explore to inform formal updates NICE’s methods (see appendix C) and provide clarity to stakeholders. For these changes to be considered and incorporated by NICE, there would need to be a formal process (for example, the NICE modular updates framework) including stakeholder consultation. We recommend:
Additional methods work led or commissioned by NICE, to develop detailed guidance, building on findings from our literature review, for:
assessing the appropriateness of HRG codes for capturing service delivery costs, including both their suitability in general and likelihood of suitability for different types of health technologies and disease areas
how to do microcosting to estimate a per-patient-treated cost when HRG codes are not deemed appropriate, as outlined in section 4.4.9 of NICE's manual for technology appraisal and highly specialised technologies, including preferred sources for cost data and how to show that all relevant costs have been included
how to apportion costs in a non-reference case analysis when needed, as outlined in section 4.4.15 in NICE's manual on technology appraisal and highly specialised technologies
translation of resource use from trial protocols to estimate resource use in routine care for services that to do not exist yet
accounting for costs of implementation in clinical areas in which implementation costs may be higher because of differences in investment across the NHS
capturing costs and other positive or negative impacts on the NHS that may not be captured in the costs analysis, as outlined in section 6.1.13 in NICE's manual on technology appraisal and highly specialised technologies guidance
capturing commitments of companies and partnerships with the NHS to support infrastructure for implementation in evaluations.
Clarity on baseline NHS services, in situations in which the services to deliver a health technology should be already part of current standard care for managing a condition (for example, because of existing NICE guidance or NHS commissioning policies). We recommend that these not be captured as an additional cost in NICE evaluations of new health technologies. 
Technologies that are not cost effective at zero price because of high implementation costs, in instances in which a technology would not be considered cost effective even with no acquisition cost. Companies could explore a scenario in which one-off implementation costs are removed. This would allow committees to understand the principal drivers of cost effectiveness beyond one-off implementation costs. 
[bookmark: _Toc232677957]7.2.2 Using findings from case studies
Through the case studies, we identified key resource use and costs needed for implementing molecular radiotherapies for cancer and for treatments for geographic atrophy. We mapped them to the taxonomy we developed (see appendix E) and asked stakeholders to rank them based on priority. Also, we identified areas in which stakeholders thought that there are:
gaps in core services that should be offered to patients
cost categories that may be common to multiple treatments and those that are relevant only to a subset of treatments, and potential positive spillover effects.
[bookmark: _Toc232677958]Conclusion 
Implementation costs related to infrastructure and service redesign are an increasingly important consideration in NICE evaluations as health technologies become more innovative. This HTA Lab project identified recurring methodological and process challenges in how these costs are considered. It has also signalled pragmatic, proportionate recommendations to strengthen consistency, transparency and timeliness within existing NICE frameworks.
[bookmark: _Toc232677959]List of appendices
Appendix A: literature review
Appendix B: review of previous NICE evaluations
Appendix C: review of NICE methods
Appendix D: review of international HTA methods
Appendix E: case studies
Appendix F: stakeholder engagement
[bookmark: _Toc232677960]Project team 
Fatima Salih, scientific adviser
Juan Yanguela, adviser
Jamie Elvidge, senior scientific adviser
Kieron Smith, coordinator
Magda Bugajska, project manager
Pilar Pinilla-Dominguez, programme director (methods, research and health economics)
[bookmark: _Toc232677961]Acknowledgements 
We would like to thank the NICE Evidence and Knowledge team for their input into this project. We would also like to thank all the internal and external stakeholders, who attended meetings and workshops and advised on the recommendations outlined in this report.
image1.png
NICE National Institute for
Health and Care Excellence




