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Item 3


NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
Public Board Meeting 
held on 11 December 2024 at 2 Redman Place, Stratford and via Zoom
Unconfirmed
These notes are a summary record of the main points discussed at the meeting and the decisions made. They are not intended to provide a verbatim record of the Board’s discussion. The agenda and the full documents considered are available in accordance with the NICE Publication Scheme.
Board members present
Sharmila Nebhrajani	Chairman
Mark Chakravarty		Non-Executive Director
Jackie Fielding		Non-Executive Director
Gary Ford			Non-Executive Director
Alina Lourie			Non-Executive Director
Bee Wee			Non-Executive Director
Justin Whatling		Non-Executive Director
Sam Roberts			Chief Executive 
Jonathan Benger	Deputy Chief Executive, Chief Medical Officer and Interim Director of the Centre for Guidelines 
Mark Chapman		Director, Medical Technology
Pete Thomas			Director, Finance 

Directors in attendance
Helen Brown			Chief People Officer
Nick Crabb			Chief Scientific Officer 
Jane Gizbert			Director, Communications 
Clare Morgan		Director, Impact and Partnerships 

In attendance
David Coombs		Associate Director, Corporate Office (minutes)
Danielle Mason		Associate Director, Strategic Communications and 					Marketing 
Jacoline Bouvy		Programme Director, Medicines Evaluation
Alison Liddell			Deputy Director, Planning Delivery and Oversight, DIT
Swapna Mistry		Chief of Staff for Jonathan Benger (item 7)
Toni Tan			Senior Technical Adviser, Surveillance Team (item 7)
Jarin Noronha		National Medical Director’s Clinical Fellow (item 7)
Kay Nolan			Head of Prioritisation and Surveillance (items 7 and 11)
Sarah Byron 	Programme Director, Devices, Diagnostics and Digital (items 8 & 9)
Anastasia Chalkidou	Associate Director, MTEP (items 8 & 9)
Thomas Walker		Health Technology Assessment Adviser (items 8 & 9)
Peter Barry			Consultant Clinical Adviser (item 10)
Chris Bird			Programme Manager, Patient Safety (item 10)
Mark Perrett			Associate Director, Infrastructure & Cyber (item 14)
Helen Lovell	Deputy Director, Medicine Regulation and Prescribing, Department of Health and Social Care 

Apologies for absence (item 1)
Apologies were received from Helen Knight and Raghu Vydyanath who were represented by Jacoline Bouvy and Alison Liddell respectively. 
Declarations of interest (item 2)
Bee Wee highlighted that she has been appointed to the Commission on Palliative and End of Life Care, which would be added to the register of interests. This, and the previously declared interests recorded in the register of interests were noted and it was confirmed there were no conflicts of interest relevant to the meeting.
Minutes of the last meeting (item 3)
The minutes of the public Board meeting held on 25 September 2024 were agreed as a correct record. 
Action log (item 4)
The Board reviewed progress with the actions arising from the public Board meeting on 25 September 2024 and confirmed those marked closed on the log were complete. 
Update from the Department of Health and Social Care (item 5)
Helen Lovell provided an update from the Department of Health and Social Care (DHSC) and highlighted the extensive work underway across the Department and system partners to deliver on the Government’s priorities.  Setting the NHS on the path to recovery continues to be front and centre with the Prime Minister setting out milestones in his Plan for Change for timely access to care. Helen noted that since NICE’s last Board meeting, the Chancellor had announced the outcome of the Autumn Budget and Phase 1 of the Spending Review. The settlement for DHSC indicates the priority the Government places on health and care with a real terms increase in health spending in 2025/26. While this represents an important increase in DHSC budgets, the Department is also facing significant spending pressures in 2025/26 and is undertaking a challenging and rigorous process to work through the implications of the settlement for individual budgets and policies. Helen welcomed NICE’s support with this exercise and recognised the need to confirm budgets for 2025/26 as early as possible.
Helen Lovell also updated the Board on progress with the development of the 10 Year Health Plan, which is part of the Government’s health mission to build a health service fit for the future. The policy development for the plan will be driven by four ‘vision’ and seven ‘enabling’ working groups. The vision working groups will develop the vision and proposals for reform over the coming decade and the enabling working groups will set out what supporting changes are needed to deliver this reform. Helen also noted Professor Anthony Harnden’s appointment as the new Chair of the Medicine and Healthcare products Regulatory Agency (MHRA) and highlighted the current process to recruit up to three new non-executive directors to join the NICE Board. 
The Board noted the update.
Integrated performance report (item 6) 
Sam Roberts introduced the update from the executive team and the integrated performance report that outlined progress with the 2024/25 business plan. Sam highlighted progress across each theme in the business plan. In relation to focusing on what is most relevant, the prioritisation board is going well, although there is a need to consider how to ensure alignment between referrals from the prioritisation board and capacity in the guidance programme teams. Looking forward, a key area of work in this priority is to develop NICE’s horizon scanning capacity. In relation to providing high quality and timely advice, Sam highlighted the ongoing work to further improve the timeliness of NICE guidance and the progress with incorporating technology appraisal (TA) recommendations into guidelines. In relation to ensuring NICE’s advice is usable and has demonstrable impact, Sam highlighted the focus on developing simple, easy to read recommendations with a template for recommendations and a common taxonomy that will aid human and machine reading respectively. Sam highlighted the work to support implementation of the Tirzepatide TA, but noted there is further work to develop NICE’s implementation support more generally, which will involve closer working between the medicines optimisation, implementation and resource impact assessment teams. Sam concluded by outlining the wide range of activity under the banner of building a brilliant organisation, including the work to strengthen NICE’s cyber security resilience and improving the representativeness of NICE’s workforce – both of which are areas of focus in the remainder of the year. Sam noted that the forecast financial underspend at year-end is £1.38m, and there is limited scope to further reduce this given the controls in place across the DHSC due to the wider departmental financial position. 
Board members asked about the timescales for the various pieces of work relating to the severity modifier and Nick Crabb explained the three activities. Firstly, the Office for Health Economics (OHE) have completed and published work on societal preferences. NICE will review this industry-funded report and consider whether it raises any implications for the severity modifier. Secondly, following the discussion at the last Board meeting, it has been agreed to use the 2025/26 NICE Listens project to elicit societal preferences around the severity modifier. This is expected to complete by the end of the 2025/26 financial year and the outcome will be reported to the Board. Thirdly, a proposal for a research project on societal preferences has been drafted for consideration by the DHSC research and development committee. The proposal is anticipated to be completed in January 2025, and once commissioned, the study will take around two years to complete. Nick agreed to brief the Board on the findings of the OHE report and any implications for the severity modifier. 
Action: Nick Crabb
Following questions from the Board, Clare Morgan provided further information on the work around structured recommendations and a knowledge platform. In relation to the former, a key action is to harmonise language used in recommendations across the guidance programmes, while for the latter, NICE is working with an experimental research team at Amazon Web Services on a proof of concept for a semantic database which is due to complete in January. 
Subject to the actions noted above, the Board noted the report.
Refinement of the highly specialised technologies (HST) routing criteria (item 7)
Jonathan Benger presented the proposed amendments to the criteria for routing topics to the highly specialised technologies (HST) programme. The proposed revisions aim to enhance the predictability and transparency of the application of the routing criteria, while maintaining the intent of the HST vision. Subject to any amendments from the Board, the criteria will be subject to external stakeholder consultation between 19 December 2024 and 30 January 2025. The criteria, with any required amendments in light of the consultation feedback, will then be presented to the March Board meeting for final approval. Jonathan explained the rationale for the consultation timescale, which seeks to enable the new criteria to take effect for 2025/26 and noted that the consultation period has been extended to account for the festive period. He added that the consultation document will be accompanied by supplementary material including frequently asked questions, an equality and health inequality impact assessment, and the retrospective analysis of previous routing decisions using the new criteria. 
The Board asked for further information about the outcome of the retrospective analysis of past routing decisions. Jonathan Benger explained that one topic that was not originally routed to the HST programme under the existing criteria (but has since been routed to HST) would have been routed to HST under the new criteria: Tofersen for treating amyotrophic lateral sclerosis caused by SOD1 gene mutations. One topic that was routed to the HST programme under the existing criteria (Setmelanotide for treating obesity and hyperphagia in Bardet-Biedl syndrome) would not have been routed to HST under the new criteria as it was not the first indication for the medication. Board members welcomed this analysis and the assurance that the revised criteria would not appear to alter the overall number of technologies routed to the HST programme. 
The Board approved the amended criteria for consultation and delegated to the Chief Executive the authority to make any further changes to the consultation materials prior to consultation. 
HealthTech manual: for consultation (item 8) 
Mark Chapman and Sarah Byron presented the proposed HealthTech manual for consultation, which represented the outcome of the work in recent years to transform NICE’s approach to HealthTech. The key changes include merging the Interventional Procedures Programme, Medical Technologies Evaluation Programme and Diagnostics Assessment Programme to be one HealthTech Programme, and creating a single shorter and longer process (determined by the level of economic modelling required) that will apply across all evaluations. The manual also sets multi-tech evaluation as the standard approach, removing the cost-saving remit and single technology assessment approach of the Medical Technologies Evaluation Programme.
Board members queried the approach to pricing set out in 1.15 of the proposed manual and why this differs to the approach of keeping prices confidential in the TA programme. It was explained that this reflects the different commissioning arrangements for HealthTech compared to pharmaceuticals. There are a range of purchasers for HealthTech, who will need to understand the price at which a technology is seen as cost effective. In contrast, the commissioning of specialised medicines is more centralised and so it is more feasible to maintain confidentiality over pricing.
Board members discussed the proposed types of recommendations and concerns were raised about the wording around ‘use in research only’. It was noted that this recommendation is already used at NICE, but it was requested that the wording in the manual is reviewed to clarify this means research in the context of a formally approved study. The Board requested that the process for reconsidering a research only recommendation in light of new data is clarified and added to the manual (including in the decision making flow chart) to make clear that this may not be the end state for an innovative technology. 
Action: Mark Chapman
It was also agreed that the revised standardised wording for recommendations across NICE’s TA/HST and HealthTech programmes would be circulated to the Board for information to provide further clarification of what is meant by each type of recommendation. 
Action Clare Morgan 
The Board discussed the interface between devices and software platforms and the challenges this might pose for NICE’s evaluations. Nick Crabb noted that an upcoming project for NICE’s HTA Lab will explore this further. 
Subject to the above action, the manual was approved for consultation. 
Integrated Rules-based Medtech Pathway (item 9)
Mark Chapman presented the paper that summarised the feedback from the consultation on the Integrated Rules-based Medtech Pathway that was proposed by the last Government. The consultation received over 200 responses and Mark thanked stakeholders for their feedback. There was general support for NICE’s work in this area and the importance of the core principles around transparency, patient engagement, and equity considerations. Concerns were though raised that the approach to affordability and budget impact was overly focused on price and may not benefit technologies offering the greatest value to patients and the NHS. It was also highlighted that the proposed budget impact was lower than that used for pharmaceuticals and the Medtech Funding Mandate.
Mark Chapman noted that since the pathway was proposed there has been a change in Government which has prioritised delivering three key shifts in the NHS – from hospital to community, analogue to digital, and treatment to prevention – and that Medtech plays a vital role in each of these shifts. It is therefore critical that the Integrated Rules-Based Medtech Pathway is aligned with the policies that underpin these three shifts, notably the NHS 10 Year Plan, the Life Sciences Sector Plan and Innovation and Adoption Strategy. NICE is therefore working with DHSC and NHS England to ensure the rich feedback from the consultation informs these policies, while continuing to develop the foundations of the pathway with both organisations. Mark highlighted that in order to realise the benefits of these technologies, reimbursement needs to follow from NICE’s recommendations. 
Board members asked about the proposal in the consultation that the pathway would only be used for five technologies each with a maximum budget impact of £10m per year. Mark Chapman stated that this aspect generated concerns in the stakeholder feedback as it was felt to represent a lack of ambition, not reflect HealthTech’s potential role in transformation, and an inequity compared to medicines evaluated through the TA programme which are not subject to a similar constraint.
The Board noted the report and the feedback from the consultation. Given the change in Government and context since the consultation, the Board supported the proposal for NICE and NHS England to not formally respond to the consultation feedback, but instead use the development of the NHS 10 Year Plan to drive forward the pathway to achieve longer-term benefits for patients, a more sustainable future for the NHS, and a more attractive place for industry to bring their innovations, informed by the consultation feedback. It was noted that the 10 Year Plan will also be an opportunity to take forward the reimbursement issue. In the meantime, the Board welcomed the ongoing work to build the pathway’s foundations, including through the enhanced approach to topic prioritisation, multi-tech assessment, and working with the NHS England commercial team.
Annual report on patient safety (item 10)
Jonathan Benger presented the annual report on patient safety that summarised key progress over the past year and outlined the plans to develop NICE's role in patient safety further to ensure that an effective safety management system is in place across the organisation. 
Board members welcomed the work undertaken and asked about the key future risks and challenges facing NICE in this area. These were noted to include continuing to ensure safety is considered across all guidance programmes; working with external partners to ensure NICE supports the Government’s ambitions around patient safety while recognising the boundaries of NICE’s role and remit; and implementing a patient safety system. In relation to partnership working, the Board noted the current review of patient safety across the health and care landscape led by Dr Penny Dash and asked that it is briefed on the implications for NICE, once the review has published its findings. 
Action: Jonathan Benger
The Board discussed the patient safety implications of NICE’s likely increased role in reviewing digital technologies. Board members noted the close working relationship with the MHRA, and the mechanism in place to respond to safety alerts, but highlighted that NICE may need to adapt its processes to reflect that regulatory updates and safety alerts may be more frequent for digital health technologies than medicines. Sharmila Nebhrajani suggested this could be explored further at a future joint NICE/MHRA Chair and Chief Executive meeting.
The Board noted the report and supported the planned next steps set out in the paper. 
Report on prioritisation activity (item 11)
Jonathan Benger presented the report that updated the Board on the prioritisation board’s work since it was formally established in May 2024. The centralisation of NICE’s topic selection has supported NICE’s strategic ambition of focusing on what matters most and to ensure the organisation is prioritising guidance development in areas that will have the greatest impact to the health and care system. While the board is working well, Jonathan noted it will continue to develop and the current internal audit review will identify scope for further improvements. Jonathan noted the increased transparency around the prioritisation process and stakeholders’ ability to suggest topics but highlighted the need to avoid a misalignment between the number of prioritised topics and the capacity in the guidance programmes. Where it is unable to prioritise a topic, Jonathan noted that the prioritisation board will try and offer an alternative and sign-post to existing guidance or another organisation. 
The Board discussed the challenge of the number of suggested topics, and asked about transparency in the process and NICE’s collaboration with international partners. In response, it was noted that NICE is considering how to prepare for a further increase in the volume of suggestions, which may include additional resources in the prioritisation team and/or streamlining the process. It was confirmed that the prioritisation board currently review all proposals, and the rationale for the board’s decisions are published. Jonathan Benger confirmed NICE works closely with counterparts in Scotland and Wales to avoid duplication and highlighted that further information on the plans for collaborating with international partners on guideline development is scheduled for the March Board meeting.
The Board asked about DHSC’s and NHS England’s engagement with the process given they are not members of the prioritisation board but were previously involved in some NICE topic selection functions. Jonathan Benger confirmed NICE consults with both organisations before each prioritisation board meeting but noted there is scope to continue to develop this engagement, including to get a view on the relative priority of the topic, and to ensure the organisations are given sufficient time to comment. Helen Lovell confirmed there were no material concerns from DHSC, but agreed this is an area to continue to develop, including ensuring there is sufficient time to comment.
The Board noted the report.
Update from the lead NED for workforce engagement (item 12)
Bee Wee provided a verbal update from her activities as lead NED for workforce engagement. Since her written report to the July Board meeting, Bee noted that she had attended all-staff meetings, written blogs, attended staff network meetings, and is holding drop-in sessions with staff. Bee stated that as previously agreed with the Board, she is now extending this engagement beyond NICE staff to include the medicines associates and the guidance committees. 
Bee Wee summarised feedback from her engagement with staff, noting staff are feeling tired and some staff have expressed scepticism towards the restorative and just learning approach. Staff feedback has also raised the issue of reasonable adjustments, particularly for neurodiversity. Helen Brown thanked Bee for her valuable work and feedback. Helen acknowledged that the restorative and just work is at an early stage and it will be important to continue to socialise the principles and embed these across a range of people processes.  
The Board noted the update and thanked Bee Wee for the update. It was noted that a written update would be provided to the Board in July.
[bookmark: _Hlk171696028]External equality, diversity and inclusion spend (item 13)
[bookmark: OLE_LINK2]Helen Brown presented the paper that outlined planned external expenditure of up to £70k (inclusive of VAT) in 2025/26 to support NICE’s equality, diversity and inclusion (EDI) roadmap. Helen explained that the item is being presented to the Board as the current Arms Length Body (ALB) delegations issued by the DHSC state that all external EDI spend must be authorised by the Accounting Officer, in consultation with the Board. The proposals seek to balance a careful use of public funds in a resource constrained environment and the delivery of NICE’s EDI objectives.
The Board: 
Noted the spend control framework for external equality, diversity and inclusion (EDI) spend.
Supported the proposed spend of up to £70k inclusive of VAT for 2025/26.
Agreed that the Chairman, on behalf of the Board, would be consulted on any additional external EDI spend in 2025/26 outside of the proposals within the paper.
Pete Thomas was asked to engage further with DHSC to explore the likelihood of future changes to NICE’s delegations that could affect NICE’s ability to utilise its funding allocation and deliver its business plan objectives. 
Action: Pete Thomas
Cyber security and business continuity update (item 14)
Alison Liddell and Mark Perrett updated the Board on NICE’s cyber security and business continuity arrangements. It was noted that NICE has aligned its assurance strategy against industry standard frameworks and best practice for IT and information security to assure against cyber threats and risks, with use of Government backed best practice initiatives such as cyber essentials, cyber essentials plus and completion of the data security and protection toolkit. Mark explained the two-phase approach of NICE’s cyber strategy, with phase 1 in 2024/25 focused on foundational improvements such as modernising on-premise infrastructure and removing technical debt, focusing on preventative measures and controls; and establishing the governance assurance model. The second phase in 2025/26 will focus on reactive measures, controls and processes. Resourcing remains a key challenge, which NICE is seeking to address through a blended approach.
Alina Lourie stated that the Audit and Risk Assurance Committee (ARAC) have spent considerable time reviewing this area given it is NICE’s highest risk. The committee welcomed the acceleration of the timescale for NICE’s cyber essentials plus accreditation and the noted the upcoming focus on business impact assessments and the recovery objectives in the event of a cyber incident. She confirmed the committee will continue to take a close interest in progress with these areas and in addressing the resourcing challenges.
The Board welcomed the progress to date and the ARAC’s ongoing scrutiny of this area. The importance of considering the human element of cyber resilience was highlighted in addition to continuing to strengthen NICE’s technical controls. Mark Perrett stated the mandatory training is regularly updated to incorporate latest cyber security threats, and staff failing phishing exercises are also required to undertake additional training. In response to a question from the Board about the Executive Team’s (ET) oversight of this area, Sam Roberts confirmed that training compliance is reviewed at each directorate’s bi-monthly accountability meeting with the Chief Executive or Deputy Chief Executive, with ET reviewing data on the phishing incidents monthly. Sam welcomed suggestions for additional key performance indicators that should be considered based on non-executive directors’ experience of best practice in other organisations. 
The Board noted the update and welcomed the work to date. The Board agreed this should remain an area of close focus, and supported steps that could be taken to bring forward activities where possible. It was agreed that the Audit and Risk Assurance Committee would continue to maintain close interest in this area.
Audit and risk assurance committee (item 15)
Alina Lourie presented the confirmed minutes of the Audit and Risk Assurance Committee meeting held on 18 September 2024 and the unconfirmed minutes of the committee’s meeting held on 27 November 2024. Alina highlighted the committee’s close review of cyber security given this remains NICE’s highest rated risk, and noted also the substantive refresh of the strategic risk register to reflect the changes in the external environment. The committee also reviewed audits on purchase to pay and health and safety, both of which provided a moderate assurance opinion. The committee were pleased to note the progress made in implementing recommendations from internal audit reports and also the assurance set out in the annual report on information governance and records management. 
The Board received the minutes.
Governance updates (item 16)
Sam Roberts introduced the paper that updated the Board on the outcome of the annual reviews of NICE’s risk appetite and of the Remuneration Committee’s effectiveness, and sought approval for minor changes to several documents within NICE’s governance framework. It was noted that the Remuneration Committee had confirmed it was operating in line with its terms of reference. 
The Board:
Approved the minor updates to the risk appetite statement following its annual review.
Noted the outcome of the Remuneration Committee’s review of its effectiveness and approved the minor amendment to its terms of reference.
Approved the minor amendments to the Audit and Risk Assurance Committee’s terms of reference.
Any other business (item 17)
Sharmila Nebhrajani, on behalf of non-executive colleagues, thanked the executive team and staff for their hard work over the last year and the openness and candour of the discussions at the Board. 
Next meeting 
The next meeting of the Board will be held on 19 March 2025 at 1:30pm. 
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