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Update on recent consultations related to assessment of HealthTech
Purpose of paper
For information.
Board action required
The Board is asked to receive this update.
Brief summary
This paper provides updates on two consultations that have recently been carried out related to assessing HealthTech in NICE guidance.
Board sponsor
Tom Slater, Director of HealthTech

Introduction 
Two consultations have recently been carried out related to assessing HealthTech in NICE guidance:
a. An update to the NICE HealthTech programme manual (PMG48; approved for consultation at the July Board (see item 8; ‘HealthTech manual update’). This consultation provided an updated methods section for HealthTech guidance and methods for assessing products in existing use (‘late stage assessment’ [LSA]).
b. An update to NICE health technology evaluations: the manual (PMG36; approved for consultation at the September Board (see item 9; ‘Update to NICE health technology evaluations: the manual-PMG36’). This consultation proposed updates to the PMG36 manual to facilitate greater production of technology appraisal guidance on HealthTech, as set out in the NHS 10 year plan.
For both these consultations, the Board delegated to NICE’s Guidance Executive approval of any subsequent changes to the manuals post-consultation and response to consultation comments. This paper provides an update on, and feedback from, the consultations.
HealthTech manual update (PMG48)
This consultation provided an updated methods section for HealthTech guidance and methods for assessing products in existing use (‘late stage assessment’ [LSA]). It was held between 1st August and 4th September 2025.
Overview of comments and responses
A full overview of comments and our responses is published on the NICE website. We received 468 responses from 28 organisations and individuals.
Summary of key comments and responses
General comments
[bookmark: _Hlk214296006]Several respondents welcomed the explicit focus on the impacts of HealthTech on service efficiency and capacity. They stated that impacts such as service capacity, pathway efficiency, and system sustainability are critical to the NHS, and should be explicitly considered alongside QALY-based estimates.
Decisions about what stage of life cycle HealthTech guidance to produce
A key part of the transformation of HealthTech guidance has been the introduction of 3 life cycle stages of guidance: early use, routine use and existing use (previously late stage assessment [LSA]). Respondents requested greater detail on how decisions are made about what guidance approach is to be taken. Further detail has been added to the HealthTech manual to set out criteria, and further clarify that NICE make this decision, and that stakeholders (including companies) can input during the scoping process.
Severity modifier
Respondents stated that a severity modifier should also be applied to HealthTech guidance, as for medicines, to ensure fairness and parity across NICE’s processes. Not using a severity modifier for HealthTech was said to contradict the intention of the 10 year health plan to create parity of esteem between different health technologies.
Our response has been to align the wording relating to the severity modifier in the manual to what is stated in the Developing NICE guidelines: the manual (that is, the NICE manual for clinical guidelines). The response also notes that we are currently exploring approaches to how the severity modifier could be used for HealthTech guidance, and cites the ongoing project in this area on the NICE Listens webpage.
Rare diseases
A patient group said that the manual updates do not take into consideration the needs of the rare disease community. They stated that higher cost effectiveness thresholds should be allowed for rare condition and that HealthTech should have the option of Highly Specialised Technology (HST) guidance, as for medicines.
In the response we have highlighted that HealthTech is eligible for HST guidance (provided eligibility criteria are met). And that the committees have flexibility about the maximum acceptable incremental cost-effectiveness ratio (ICER) that they use. In addition, we have further highlighted in the manual text the need to consider expectations of evidence for rare conditions.
Evidence and requests for further guidance and support
Several respondents requested that NICE develop further resources and guidance to support developers of evidence, such as evidentiary requirements for NICE guidance. Respondents also emphasized the need for pragmatic evidence expectations for HealthTech.
Comments on existing use guidance (late stage assessment [LSA])
Several overarching comments on the LSA pilot topics were made:
· The approach was stated to place a primary emphasis on cost containment and reducing cost
· Guidance overlooked the needs of patients and the role of clinicians in selecting products suitable for the clinical situation and the patient needs
· The approach risks innovation not being sufficiently rewarded. If companies struggle to introduce innovative products, they might decide to exit the UK market or not introduce innovative products in the future
· Respondents questioned phrasing in a proposed recommendation for existing use recommendations. In response, working with the Content team we have revised the phrasing of the recommendations and provided further explanation in the ‘What this means in practice’ section which accompanies the recommendations.
After action reviews
Following the completion of the initial late stage assessment (LSA) topics, after action reviews (AARs) were held. Feedback was obtained through surveys sent out after publication of guidance to all registered stakeholders for the topic. In addition, an external AAR session was held for all topics, as an opportunity to discuss elements of the LSA process and methods and provide NICE with feedback, which was considered alongside the consultation comments. Key points raised in the AARs were:
· The need for greater communication on timelines and expectations, including greater clarity on topic selection rationale. In response, the existing use process is now described in the updated NICE HealthTech programme manual in greater detail than in the interim statement used for the pilots. The AARs have highlighted several areas for potential improvement in how we interact with companies in future existing use guidance topics. One such area is greater contact and communication with companies at the start of an assessment to make sure they better understand the process and how they can interact with NICE and the decision-making process. We are also developing a frequently asked questions document to share with companies.
· Questions were asked about approaches to considering evidence and the level of engagement with technology users to help inform guidance. To provide further support and guidance on prioritisation of studies for inclusion in an assessment report, and help clarify approaches to this, NICE commissioned the NICE Decision Support Unit to produce a technical support document on ‘Prioritising studies and outcomes for consideration in NICE HealthTech literature reviews’ which is cited in the updated NICE HealthTech programme manual. For user engagement, we have provided further detail in the relevant section of the manual, and highlighted the role of our People and Communities Team to help involve people with lived experience at all stages of guidance production.
Status
NICE’s Guidance Executive approved the updates, which were published on 23rd October 2025, along with themed responses to the comments received.
Update to NICE health technology evaluations: the manual (PMG36)
This consultation proposed updates to the PMG36 manual to facilitate greater production of technology appraisal guidance on HealthTech, as set out in the NHS 10 year plan. It was held between 25th September and 22nd October 2025.
Overview of comments and responses
We received 525 responses from 36 organisations and individuals.
Summary of key comments and responses
General comments
Respondents stated that the changes shift NICE’s manual from a broad, catch-all evaluation framework to a sharper, dual-track system: one for medicines and one for HealthTech with more flexible, proportionate evidence expectations. Alternatively, respondents also stated that the manual still felt focussed on medicines, and that the proposed changes did not introduce significant enhancements to the processes or methodological considerations for HealthTech evaluations, particularly digital technologies. 
Topic selection
Respondents asked for greater detail on decisions about which HealthTech are selected for technology appraisal guidance, rather than HealthTech guidance (which does not have a funding mandate). Responses have highlighted that this is a ministerial decision and the process is laid out in NICE-wide topic prioritisation: the manual. We will also review this manual to see if further detail needs to be added to further clarify the process.
Differences in process
Respondents questioned the changes in process that were proposed for HealthTech, compared to medicines, such as no use of technical engagement and use of requests for information rather than evidence submissions. We have made minimal changes to the process to apply to ‘HealthTech only’, but for some steps feel this is necessary for effective guidance production for HealthTech. An overview is given in table 1. 
Table 1 Overview of key process differences between technology appraisals of medicines and HealthTech
	For medicines
	For HealthTech
	Rationale for difference

	Technical engagement is an option
	Technical engagement is not an option
	Technical engagement involving multiple companies would lead to substantial delays in guidance development
We consider it more beneficial and fairer to engage with multiple companies during consultation
We will hold scoping workshops for technology appraisals on HealthTech to allow companies to input prior to committee meetings

	Evidence submissions are used
	Evidence requests are used
	The use case in HealthTech is focused on the needs of the NHS and is finalised through scoping so companies would not be able to develop a de novo economic model until the final scope is published requiring a substantial delay to guidance production. Using the evidence request post-scoping ensure the evidence received meets the decision problem for guidance
Evidence requests ensure an equal playing field for companies regardless of their size and maturity. It still allows companies to submit all relevant evidence but is less of a burden for small and medium sized enterprises, and who are less familiar with health technology assessment (HTA)



Managed access and commercial opportunities for HealthTech
Respondents stated that Managed Access should be an option for HealthTech, as for medicines. In our response we have explained that Managed Access requests can only be made for medicines that may be considered eligible through the Cancer Drugs Fund or the Innovative Medicines Fund. Assessing HealthTech products for early use is the comparable initiative but there is no equivalent fund as in medicines.  We have now included in the options for recommendations that HealthTech can be recommended for early use during an evidence-generation period (that is, the equivalent recommendation for HealthTech as for medicines and managed access recommendations), and stated that this comes without a requirement for NHS funding. The mechanisms for implementation will be the same as those used for conditional recommendations (for early use) in HealthTech guidance (without the funding mandate).
Respondents asked for greater detail to be added on commercial opportunities for HealthTech. In response we have added further detail (provided by the NICE commercial liaison team [CLT]) on approaches and what NICE does, and does not do.
Varying the funding requirement
Respondents commented that the threshold for budget impact stated in the manual (£40 million per year in any of the first 3 years) should also be used for HealthTech when deciding if a longer time to implement the statutory funding requirements for technologies can be requested. We are proposing to keep this as specified for medicines only because the budget impact threshold and test has been set in the context of VPAG and the NHS Commercial Framework for New Medicines. Additionally, funding is not always the main factor when considering the length of time needed for implementation of HealthTech.
Charging for technology appraisals
Respondents asked for greater detail on charging for technology appraisals on HealthTech, including what happens for assessments of multiple technologies.
Technology appraisals of HealthTech are being delivered in the context of the Rules-based Pathway, an NHS cross-partner initiative to support the implementation of clinically effective technologies that address priority needs in the NHS and represent value for money for the taxpayer. Because this initiative is new and starting with a small number of topics, we will not be charging for technology appraisals in HealthTech currently.
Status
NICE’s Guidance Executive approved the updates, which are scheduled to be made in December 2025 and alongside which we will publish a themed response to the comments received.
Board action required
The Board is asked to receive this update.
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