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12 February 2026
Dr Mark Chakravarty
Lead Non-executive Director NICE Appeals
National Institute for Health and Care Excellence
2nd Floor
2 Redman Place
London E20 1JQ

By email: appeals@nice.org.uk 

Dear Dr Chakravarty, 
Final Draft Guidance (FDG) – Brexucabtagene autoleucel (brexu-cel) for treating relapsed or refractory (R/R) mantle cell lymphoma (MCL) after 2 or more systemic treatments (review of TA677) - ID6325
Thank you for your initial scrutiny letter dated 29 January 2026, in which you provide your initial view on the admissibility of the points of appeal set out in Gilead Sciences Ltd’s (“Gilead”) letter of appeal of 21 January 2026. 
As suggested in your letter, we provide further detail to elaborate or clarify those appeal points that you are currently not minded to refer to the Appeal Panel. 
Ground 1(a): In making the assessment that preceded the recommendation, NICE has failed to act fairly 
Appeal point 1(a).1 The Committee accepted a CAR-T tariff figure of £60,462 plus ICU costs proposed by NHSE as the cost of treatment with brexu-cel for the purposes of this appraisal, even though this lacks transparency and the Committee has failed to subject the proposed figure to adequate investigation
You express the view that the approach taken by the Committee in relation to the acceptance of the CAR-T tariff figure of £60,462 plus ICU costs proposed by NHSE was not unfair for three reasons, each of which we address and counter below:
1. “the tariff accepted by the committee was a national tariff that accurately reflects the cost to the NHS of providing the services (i.e. the price that is paid by the NHS commissioner to the provider of the service)”
However, the fact that NHSE states that the CAR-T tariff is the amount paid by the NHS Commissioner to NHS Trusts providing the CAR-T service does not provide the required transparency or answer the vital questions namely:
· whether this amount, which is the amount of an internal financial transfer within the NHS, either (a) accurately reflects the costs directly associated with the treatment that should be included in a NICE appraisal or (b) in fact includes other elements not specifically related to administration of brexu-cel; and 
· how the answer to the first question can be fairly determined by NICE and validated by stakeholders without transparency of the components which make up the overall tariff figure. 
On the first question of whether the CAR-T tariff accurately reflects the cost of treatment for a NICE appraisal, it is patently unfair to assume that, simply because NHSE asserts that a sum paid as a part of an internal NHS transfer accurately reflects the costs of treatment, this should be accepted without adequate explanation, question or investigation either by NICE or by stakeholders. While this is obvious, it is clearly illustrated by experience in TA872, where NHSE initially proposed a figure for CAR-T administration costs in excess of £90,000. When the components of this were disclosed, it became clear that these included inappropriate elements and the costs themselves were clearly questionable. This resulted in a figure of £41,101 being accepted. 
We set out in detail in our appeal letter why NICE should have interrogated the CAR-T tariff provided by NHSE, both as a general matter of procedural fairness and because other available evidence points to the implausibility of the figure proposed by NHSE and raises questions over its reliability.  The NICE Manual states at 4.4.4 that “When judgement on the appropriate price is needed, the committee should consider the limitations around the price source in its deliberations” and that “Any uncertainty should be acknowledged and explored”. NICE did not comply with this obligation under the Manual because it did not explore the uncertainty highlighted by Gilead over whether the CAR-T tariff accurately reflects resource use within the NHS directly linked to the use of brexu-cel.  Your letter did not address Gilead’s fundamental questions around the figure which highlighted several ways in which the tariff is likely not an accurate cost of treatment and so warranted further interrogation by NICE. Gilead’s questions can be summarised as follows:
· The CAR-T tariff of £60,462 (excluding ICU costs) is inexplicably high when compared to:
· NHS costs of similar clinical treatments (autologous stem cell transplant, £35,119 (excluding ICU)[footnoteRef:1]); [1:  2025/2026 NHSPS HRG code SA26A ] 

· Cost data taken from published studies (average £35,402[footnoteRef:2]); [2:  Variation as to whether ICU is included or excluded in published studies. 1. Huguet M, Raimond V, Kaltenbach E, Augusto V, Perrier L. How much does the hospital stay for infusion of anti-CD19 CAR-T cells cost to the French National Health Insurance? Bull Cancer. 2021;108(12):1170-80. 2. Fowler NH, Dickinson M, Ghosh M, Chen AI, Andreadis C, Tiwari R, et al. Assessment of Healthcare Resource Utilization and Hospitalization Costs in Patients With Relapsed or Refractory Follicular Lymphoma Undergoing CAR-T Cell Therapy With Tisagenlecleucel: Results From the ELARA Study. Transplant Cell Ther. 2022. 3. Hoda D, Richards R, Faber EA, Deol A, Hunter BD, Weber E, et al. Process, resource and success factors associated with chimeric antigen receptor T-cell therapy for multiple myeloma. Future oncology (London, England). 2022;18(19):2415-31. 4. Keating SJ, Gu T, Jun MP, McBride A. Health Care Resource Utilization and Total Costs of Care Among Patients with Diffuse Large B Cell Lymphoma Treated with Chimeric Antigen Receptor T Cell Therapy in the United States. Transplant Cell Ther. 2022;28(7):404 e1- e6. 5. Maziarz RT, Yang H, Liu Q, Wang T, Zhao J, Lim S, et al. Real-world healthcare resource utilization and costs associated with tisagenlecleucel and axicabtagene ciloleucel among patients with diffuse large B-cell lymphoma: an analysis of hospital data in the United States. Leuk Lymphoma. 2022;63(9):2052-62. 6. Ring A, Grob B, Aerts E, Ritter K, Volbracht J, Schär B, et al. Resource utilization for chimeric antigen receptor T cell therapy versus autologous hematopoietic cell transplantation in patients with B cell lymphoma. Annals of hematology. 2022;101(8):1755-67. 7. Cui C, Feng C, Rosenthal N, Wade SW, Curry L, Fu C, et al. Hospital Costs and Healthcare Resource Utilization (HRU) for Chimeric Antigen (CAR) T-Cell Therapy and Stem Cell Transplant (SCT) in Patients with Large B-Cell Lymphoma (LBCL) in the United States (US). Blood. 2022;140(Supplement 1):2161-2
] 

· The EAG estimate of CAR-T administration costs (£46,822 including ICU costs[footnoteRef:3]). [3:  EAG Report addendum Table 8] 


· The CAR-T tariff has increased significantly (two-fold) since May 2024 despite the fact that:
· the infrastructure for CAR-T cell therapy delivery within the NHS is now well-established; economies of scale would be expected and any costs attributed to changes in infrastructure should have been removed. Indeed, in TA872 the final appraisal document published in January 2023 states that NHSE themselves agreed that “while the current tariff represents the high hospital costs of establishing the infrastructure of a CAR T-cell therapy service and delivering a relatively new type of treatment, economies of scale may be expected over time. Particularly with clinical developments in care that reduce toxicity and the need for more intense monitoring and treatment”;
· healthcare professionals now have significant experience delivering this treatment and the expected increase in patient numbers will only further enhance efficiency in NHS delivery;
· a 2023 study of 726 UK patients treated with CAR-T for relapsing and remitting large B-cell lymphoma demonstrated a significant reduction in incidence of high-grade cytokine release syndrome and need for ICU admissions over time, demonstrating that the costs of CAR-T delivery should be decreasing as post-infusion hospitalisation and monitoring requirements reduce. 

· The CAR-T tariff may include elements that are not relevant under section 4.4 of the Manual, specifically costs which are “unrelated to the condition or technology of interest” and should be excluded in accordance with paragraph 4.4.11, as was the case with earlier iterations of the CAR-T tariff. For example, treatment centres may be using the CAR-T tariff to pay for costs such as data governance requirements and JACIE[footnoteRef:4] accreditation. These are NHS operating costs which are not directly related to the use of brexu-cel and which should not be factored into NICE’s cost effectiveness calculations.  [4:  Joint Accreditation Committee of the ISCT and EBMT which provides accreditation in the field of haematopoietic cell transplantation (HCT) and cellular therapy (CT)] 

One specific example of the clarity that transparency would provide is in relation to the currently unquantified component of the tariff covering “adverse events in hospital” post-infusion of brexu-cel: 
· The SmPC for brexu-cel states that “Patients must be monitored daily for the first 7 days following infusion for signs and symptoms of potential CRS, neurologic events and other toxicities. Physicians can consider hospitalisation for the first 7 days or at the first signs or symptoms of CRS and/or neurologic events” (emphasis added). For NICE to ensure an appropriate cost for post-infusion hospitalisation for adverse events is factored into its appraisal process, the Committee would need to understand from NHSE as a minimum how many days hospitalisation are included in the CAR-T tariff, and the cost per day. This information could be used alongside the SmPC requirement and real-world evidence about the average length of hospital stay in clinical practice, to come to an appropriate resource use cost relevant to the use of brexu-cel specifically. This is also particularly important as the SmPC advice regarding treatment of adverse events in hospital has changed from when the CAR-T tariff Finance Working Group agreed on the tariff in 2023, when a longer period of post-infusion monitoring and hospitalisation was recommended: “Patients must be monitored daily for the first 10 days following infusion for signs and symptoms of potential CRS, neurologic events and other toxicities. Physicians should consider hospitalisation for the first 10 days post infusion or at the first signs/symptoms of CRS and/or neurologic events.”[footnoteRef:5] (emphasis added). This is an example of a potential efficiency achieved with further use of the product (as flagged above). [5:  Tecartus SmPC section 4.4 29 November 2022 – 17 July 2024] 

· NICE should interrogate how this reduction in post-infusion hospitalisation requirements has been taken into account in the costs applied during the cost-effectiveness appraisal, have costs been adjusted downwards since 2023? According to the NHS National Reference Cost Schedule the cost of an inpatient day is £488.57[footnoteRef:6], so if a patient required post-infusion hospitalisation for adverse event management for the 7 days as set out in the SmPC, this would only come to £3,419.99. It is implausible that that total costs of treatment with brexu-cel could be as high as £60,462.   [6:  NHS National Reference Cost schedule 2023-24. Malignant Lymphoma, including Hodgkin's and Non-Hodgkin's, Day case. SA31A to SA31F, weighted] 


2. “that price [the tariff] was calculated following a process involving consideration of detailed costing information provided to NHS England by the NHS providers of the service”
Without transparency from NHSE over the methodology used and the information obtained, it is not possible to conclude that NHSE considered “detailed costing information”, or even that the tariff was a “calculated” figure as opposed to a consensus reached between NHSE and NHS providers (the beneficiaries of the tariff) through subjective discussions.  It is therefore impossible for NICE, Gilead or other stakeholders to confirm the accuracy and reliability of the CAR-T tariff as proposed by NHSE.
As noted in our appeal letter, information provided by NHSE to the ICO shortly after ACM2 in September 2025 (in response to Gilead’s FOIA complaint) indicates that the CAR-T tariff resulted from a process which was far from a detailed consideration of costing information. Had NICE also questioned NHSE about the methodology used, they would also have been aware that cost data was not broken down by clinical pathway stages: this makes it impossible to determine which elements are included and if these should properly be considered for the purposes of NICE’s cost-effectiveness assessment. Only 7 out of 20 commissioned CAR-T centres provided data to NHSE, and NHSE acknowledged “notable variation” in how these Trusts allocated costs. NHSE stated “A wide discussion was had across the course of the work of the CAR-T Finance Working Group and the associated subgroups to come to a consensus on a figure that recognised the average cost, which the commissioned CAR-T centres were collectively were satisfied with.”
NICE is obliged to “Present evidence to show that resource use and cost data have been identified systematically” (NICE Manual 4.4.1). Such evidence was not however presented in relation to the CAR-T tariff and neither NICE nor the Committee questioned NHSE as to how this had been generated.
Overall therefore, in view of the lack of transparency surrounding the methodology and information provided, it is not possible to conclude that the CAR-T tariff “was calculated following a process involving consideration of detailed costing information provided to NHS England by the NHS providers of the service”, as suggested by your letter.  The concerns raised by Gilead around the process used by NHSE to formulate the increased tariff have not been addressed and the CAR-T tariff figure proposed by NHSE should not be accepted without rigorous review and interrogation. 
Finally, your letter does not take into account the requirements of transparency (including in relation to information provided by a third party) in the context of NICE appraisals as set out by the Court in the Servier and Eisai decisions referenced in Gilead’s appeal letter. 
3. “that information [detailed costing information] is subject to a duty of confidence and so could not have been provided to NICE by NHS England”
Your letter refers to, and relies on, the Information Commissioner’s Decision Notice which determined that specific information about the CAR-T tariff that Gilead requested from NHSE is subject to a duty of confidence. However, as noted in Gilead’s appeal letter, Gilead firmly believes that this determination is incorrect and has submitted an appeal to the First Tier Tribunal (FTT). This remains a live matter; the ICO’s position on confidentiality cannot be considered final, and it would be inappropriate to pre-judge the outcome of the FTT appeal proceedings. 
It is Gilead’s position that the information required to accurately calculate the cost of CAR-T treatment to be used in a NICE appraisal is not confidential as the information was created by NHSE itself, and in any event could be disclosed without revealing the identity of specific NHS Trusts. Indeed, NHSE did provide NICE with a breakdown of the CAR-T costs for five anonymous Trusts, collected in 2019/2020 in the context of ID3980 in 2022 and no explanation has been provided to explain why such information could be disclosed at that stage but not in 2025. 
Furthermore, NICE should also not presume that a ruling in relation to a specific data request made by Gilead would prevent NICE liaising with NHSE, and separately requesting the information needed for a cost effectiveness assessment from NHSE (for example determining with NHSE an appropriate aggregate form of information that would not identify individual Trusts or otherwise breach any confidentiality).
Additionally, as noted in Gilead’s appeal letter, disclosure to the public as the result of a request under FOIA is distinct to the provision of evidence for the purposes of NICE appraisal. Therefore, the ICO’s determination on disclosure to the public does not justify withholding such information from stakeholders in the context of NICE’s procedures. We reiterate Gilead’s position that where information is held by a third party, NICE is required to investigate how information needed to ensure its decisions are transparent and may be understood, can be obtained and made available to consultees. This point was made clear in the judgment of the Court in Servier v NICE [2010] EWCA Civ 346, which you do not address in your letter. No detail has been provided by NICE about the efforts made by NICE to achieve disclosure, and this has not been considered during initial scrutiny.
We note your reference to the recent appraisal of lisocabtagene maraleucel (TA1048). Acceptance of the CAR-T tariff by a different NICE Committee is not relevant to Gilead’s appeal point that the Committee’s reliance on the unsubstantiated and apparently inaccurate NHSE CAR-T tariff costs in the current appraisal is procedurally unfair. Gilead can also not comment on why another manufacturer may or may not be minded to submit an appeal on the same point, although we note that TA1048 resulted in a recommendation for routine commissioning and so no points were taken to appeal. 
In summary, given the high standards of transparency to which NICE is subject, the reliance on an unexplained and opaque figure for a key element in the current appraisal is inconsistent with NICE’s procedures and patently unfair.  The suggestion that this fundamental point of principle should not be advanced to a full appeal hearing is seriously concerning and we urge you to reconsider your position.
Appeal point 1(a).2 NICE’s decision to follow the Single Technology Appraisal (STA) route for this appraisal, rather than considering brexu-cel under the Highly Specialised Technology (HST) procedure was contrary to its own procedures
In your letter you refer to section 4.2 of NICE’s appeals process guide which states that "An appeal can only relate to final draft guidance for a technology appraisal or highly specialised technologies evaluation, or the way that the evaluation was done”. In this response, we clarify our appeal point and provide further evidence to support the fact that this appeal point does directly relate to “the way the evaluation was done”, and so should progress to the Appeal Panel.
In the current appraisal, no specific routing decision was made by the prioritisation board prior to the start of the evaluation as envisaged by Chapter 10 of the ‘NICE-wide topic prioritisation: the manual’ (the “Prioritisation Manual”). Gilead did not receive a prioritisation decision and has not been able to identify one being published on the NICE website as detailed in Chapter 11 of the Prioritisation Manual. Therefore, Gilead was not able to take advantage of the clarification process set out in Chapter 11 of the Prioritisation Manual in order to provide evidence that the highly specialised technologies routing criteria had not been appropriately applied. Consequently, Gilead had no remedy available. To correct this unfairness, the issue of routing should have been addressed as part of the appraisal process. 
Gilead was only made aware of the intention to follow the Single Technology Appraisal process (STA) upon receipt of the Draft Scope from NICE on 30 September 2024: Gilead’s first opportunity to raise objections to the routing decision was in response to this document. The NICE Manual sets out at paragraph 2.1.4 that “If the scoping process gathers additional information that suggests the topic should be evaluated by a different guidance programme, NICE may pause progression of the evaluation to request that the prioritisation board reconsider the routing decision”. However, NICE did not pause at this point to formally assess brexu-cel against the 2022 HST criteria, despite there being a clear need to do so and despite requests by Gilead as set out below. NICE made its decision to continue with the STA route because “The HST criteria have not substantially changed and hence it would not be appropriate to route via the HST process.”[footnoteRef:7] As set out in our appeal letter, this is factually incorrect: there had been a change in criteria and so in order to correct the unfairness resulting from the absence of a new prioritisation decision, it was incumbent on NICE to follow paragraph 2.1.4 of the NICE Manual and reconsider at scoping stage whether brexu-cel should be appraised under the HST route on CDF exit, or alternatively for the Committee to correct the unfairness which resulted from NICE not following its documented process by utilising the HST ICER threshold within the current STA process. [7:  ID6325 NICE response to stakeholder organisation comments on the draft remit and scope] 

Furthermore, the issue of routing was live throughout the appraisal, and the continuing refusal of NICE to review brexu-cel under the updated (2022) HST criteria was a critical part of “the way the evaluation was done”. Gilead raised the issue with NICE on numerous occasions and NICE considered Gilead’s position as part of the evaluation process as set out below:
· 28 October 2024 – Gilead response to Initial Draft Scope
· 18 November 2024 – Gilead response to revised Draft Scope
· 18 November 2024 – Gilead response to Decision Problem
· 21 November 2024 – Decision Problem Meeting with NICE
· 27 May 2025 – Gilead letter to NICE
· 11 June 2025 - call with NICE 
At no point did NICE indicate, in response to Gilead’s submissions, that the issue of routing could not be considered during the appraisal. In the above circumstances,  both NICE’s decision to follow the STA route during the scoping phase and NICE’s failure to reconsider routing or application of the HST threshold in response to Gilead’s submissions or of its own initiative during the appraisal fall within scope of “the way that the evaluation was done” and are therefore subject to the appeal procedure.  The alternative view, suggested by the initial scrutiny letter, that any challenge to NICE’s failure to reconsider routing for this appraisal cannot proceed through the appeal procedure is inconsistent with section 4.2 of NICE’s appeals process guide and would have the effect that there would be no remedy short of judicial review in appraisals such as this. 
Appeal point 1(a).3 NICE failed to adequately consider and mitigate the impact of adopting the severity modifier for ID6325 in light of the perversity of outcome and the impact for the older population 
Whilst the Committee state they considered whether they could apply flexibility in terms of the severity modifier, it took the view (seemingly accepted in the initial scrutiny letter) that the severity modifier can only be a binary choice of 1.2 or 1.7. Whilst the Committee may have determined that the proportional QALY shortfall of 87.9% is too far from the 95% currently required to apply the 1.7 modifier, a QALY shortfall of 85% (a figure below the proportional QALY shortfall calculated for patients eligible for brexu-cel) results in application of the 1.2 modifier.  In these circumstances, applying only the 1.2 severity modifier does not fairly reflect the severity of relapsed or refractory mantle cell lymphoma.  However, while the Manual does not preclude the application of a modifier between 1.2 and 1.7, there is no evidence that the Committee considered adopting a modifier between 1.2 to 1.7 in order to address the exceptional circumstances of this appraisal, including that:
· if brexu-cel was being reappraised under the same methodology as was in place during TA677, it would meet the criteria for routine commissioning;
· the Committee agreed that data collected during the period of managed access and real-world experience supports that brexu-cel “is clinically effective, with a high overall response rate”;
· patient experts highlight that brexu-cel is “a life-changing treatment”; and clinical experts note “the possibility of a functional cure for some people”[footnoteRef:8], yet Gilead is unable to continue to provide this treatment to the NHS even at a discount level above 100% [8:  Final Draft Guidance, section 3.1] 

The patient perspective on the impact of the negative FDG has been further highlighted by three patient groups who submitted a joint appeal to NICE. The exceptional nature of this appraisal has also been conveyed by Blood Cancer UK in recent press coverage: “For some people with mantle cell lymphoma, whose cancer has come back or hasn’t responded to previous therapy, this CAR-T therapy offers a last hope of a cure”[footnoteRef:9]. The failure to apply a truly flexible approach to the severity modifier, puts this patient population in a position where they have limited alternatives, and is a real step backwards for England and Wales. [9:  The Independent, 2 February 2026 Fury over decision to axe ‘last hope’ cancer treatment tecartus from NHS | The Independent] 

Procedural fairness also dictates that the Committee should also have approached the application of the severity modifier flexibly, including considering a figure between 1.2 and 1.7, in order to avoid unlawful discrimination. Further clarification on this point is set out below in appeal point 1(b).1.
Ground 1(b): In making the assessment that preceded the recommendation, NICE has exceeded its powers
Appeal point 1(b).1 NICE has exceeded its powers by conducting an appraisal using a procedure which discriminates against older people 
The initial scrutiny letter states that an appeal can be brought only against a recommendation of the Committee, but not in relation to the contents of NICE’s Manual, before proceeding to consider whether the Committee’s approach is arguably in breach of NICE’s obligations under section 19 or section 149 of the Equality Act 2010 (“the Act”). 
However, NICE’s duty to comply with its obligations under the Act is a statutory one that overrides any provision of the Manual.  Therefore, to the extent that the Manual conflicts with the Act, the Committee must construe the relevant provision of the Manual in a legally compliant way.  If the Committee fails to construe the Manual in a way that is consistent with the Act in the context of a particular appraisal, that is plainly subject to NICE’s appeal process.  We do not understand the initial scrutiny letter to be disagreeing with this assessment. However if that is incorrect, please let us know.   
1 The initial scrutiny letter requests clarification of why the Committee’s conclusions constituted indirect discrimination in breach of section 19 of the Act 
In this appraisal, the Committee considered the application of the severity modifier. We explained in our appeal letter that patients with relapsed or refractory mantle cell lymphoma are predominantly in the older age group (typically over age 66, as confirmed by Gilead’s KiteKonnect® ordering system).  This means that, when the application of the severity modifier is considered:
· Such patients can in practice never qualify for the 1.7 weighting under either an absolute QALY shortfall calculation (which requires loss of at least 18 QALYs after discounting) or a proportional QALY shortfall calculation (which requires loss of at least 95% of remaining QALYs), because older persons without relapsed or refractory mantle cell lymphoma simply do not have enough QALYs left to be eligible for this higher weighting. 
· The proportional QALY shortfall was introduced as an alternative to the absolute QALY shortfall to mitigate discrimination on grounds of age.  However, the use of a 95% QALY shortfall threshold means that an inflexible approach when applied to older persons remains discriminatory.  In circumstances where the majority of patients are over age 66, the life expectancy for a population with mantle cell lymphoma must be less than a year.  The likelihood of such patients being well enough to undergo treatment is almost zero. In contrast, if a similar approach is applied to a disease affecting predominantly people aged around 46, there is a materially greater probability that patients eligible for treatment can meet the 95% QALY shortfall threshold and benefit from the 1.7 severity modifier.  
· For these reasons an inflexible application of the proportional QALY shortfall is discriminatory in this appraisal because it bases decisions not simply on severity of the medical condition under consideration but on the age of affected persons.
· In response to your questions:
· The relevant “provision, criterion or practice” for the purpose of section 19 is an inflexible approach to NICE’s severity modifier.
· The “disadvantaged group” in this appraisal comprises patients with relapsed /  refractory mantle cell lymphoma who are predominantly in the older age group.
· The “comparator group” comprises patients with diseases affecting predominantly younger people.
· The disadvantage relates to the application of the severity modifier in the context of the cost effectiveness of brexu-cel and therefore access to treatment.
· Such disadvantage is not a proportionate means of achieving the legitimate aim of ensuring that all NHS patients have equitable access to clinically and cost-effective treatments because (a) there is no indication that NICE or the Committee gave any consideration to the age discrimination resulting from the application of the severity modifier in the FDG or how this could be mitigated; and (b) there was no assessment of alternative approaches including application of a severity modifier between 1.2 and 1.7 in this case.   

2 The initial scrutiny letter expresses the preliminary view that it is not arguable that NICE's legal duty to have due regard to the need to advance equality of opportunity has been breached
You refer to NICE’s public sector equality duty (“PSED”) under section 149 of the Act to, “in the exercise of its functions, have due regard to the need to— eliminate discrimination, …and any other conduct that is prohibited by or under this Act; and advance equality of opportunity between persons who share a relevant protected characteristic and persons who do not share it.”  You characterise the PSED as a “process duty”, which requires only that the public body has had “due regard” to the duty, this will have been complied with, regardless of the outcome.  In that context, you consider that three equality impact assessments (EIAs) which did not raise potential equality issues related to age and/or the application of the severity modifier were sufficient to comply with NICE's PSED.  
With respect, this is incorrect.  As indicated above, the PSED is a duty on NICE as a public body, irrespective of whether stakeholders raise particular issues during the course of an appraisal, and in order to satisfy the requirement of “due regard”, it is necessary to give proper consideration to the issues.  The sparse consideration of “equality” at paragraph 3.20 of the FDG and the patently inadequate assessment in the EIAs (which do not mention the possibility of age discrimination or the impact of the severity modifier) do not come close to any credible definition of “due regard”.  On the contrary, the fact that, as noted in the initial scrutiny letter, the EIAs did not raise this risk and neither the Committee nor NICE gave any consideration to potential discrimination against people on grounds of age and/or the severity modifier supports Gilead’s view that NICE has failed to comply with its PSED.
In summary, the approach of NICE and the Committee to this appraisal discriminates against people on grounds of age and constitutes a breach of both NICE’s duties under section 19 and section 149 of the Act.
Ground 2: The recommendation is unreasonable in light of the evidence submitted to NICE
Appeal point 2.3 NICE’s decision not to assess brexu-cel under the HST route was unreasonable as it was based on the incorrect conclusion that the routing criteria had not changed 
As set out above in appeal point 1(a).2 and in our appeal letter, the decision not to assess brexu-cel under the HST route was based on the incorrect conclusion that the routing criteria had not changed. This was a critical part of “the way the evaluation was done”, and for the reasons outlined in relation to appeal point 1(a).2, the Appeal Panel should consider whether the approach taken by NICE was unreasonable. 
Conclusion
We trust that the further details set out in this letter have sufficiently clarified our appeal points 1(a).1, 1(a).2, 1(a).3, 1(b).1 and 2.3 so as to demonstrate that these points should be referred to the Appeal Panel. 
Thank you in advance for considering Gilead’s further submissions in this appeal. We are available to answer any questions you may have or provide further clarifications. 
Yours sincerely,
XXXXXX
Gordon Lundie, Executive Director, Market Access, Gilead Sciences Ltd
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