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Sent by e-mail only: XXXXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXX
FAO
Yasmin Sheikh, Anthony Nolan Hillary Webb, Blood Cancer UK Anna Grint, Lymphoma Action


29 January 2026

Dear Anthony Nolan, Blood Cancer UK and Lymphoma Action

Re: Final Draft Guidance — Brexucabtagene autoleucel for treating relapsed or refractory mantle cell lymphoma after 2 or more lines of systemic treatment (review of TA677) [ID6325]
Thank you for your letter of 20 January 2026, lodging an appeal against the above Final Draft Guidance (FDG).
Introduction

The Institute's appeal procedures provide for an initial scrutiny of points that an appellant wishes to raise, to provide an initial view on whether they are within the permitted grounds of appeal ("valid") and are at least arguable. The permitted grounds of appeal are:

· 1(a) NICE has failed to act fairly, or

· 1(b) NICE has exceeded powers;

· (2) the recommendation is unreasonable in the light of the evidence submitted to NICE.

This letter sets out my initial view of the points of appeal you have raised: principally whether they fall within any of the grounds of appeal, or whether further clarification is required of any point. Only if I am satisfied that your points contain the necessary information, are arguable, and fall within any one of the grounds will your appeal be referred to the Appeal Panel.
You have the opportunity to comment on this letter in order to elaborate on or clarify any of the points raised before I will make my final decision as to whether each appeal point should be referred on to the Appeal Panel.
You have the opportunity to comment on this letter in order to elaborate on or clarify any of the points raised before I make my final decision as to whether each appeal point should be referred on to the Appeal Panel. Your response to this letter must not contain new points of appeal. Responses must deal only with requested clarifications, arguments or comments about my initial views.
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Your response to this letter will usually be the last opportunity to elaborate or provide clarification to the appeal, unless you are specifically invited to submit material at a later date. Any uninvited material submitted after your response to this letter will be rejected.
Initial View

I assess each of your points in turn.

Ground 1(a): In making the assessment that preceded the recommendation, NICE has failed to act fairly

Appeal point 1(a).1: The Committee has continued to maintain a lack of transparency regarding the application of the NHS tariff costs for the delivery of CAR T-cell treatments

I am not currently minded to refer this appeal point to the Appeal Panel.

In reaching this provisional view, I have reviewed the relevant provisions of the Manual (4.2.7, 4.4.1 and 4.4.2), the FDG and the publicly available Decision Notice issued by the Information Commissioner on 9 September 2025 (NHS England | ICO).
Relevant obligations on NICE are set out in paragraphs 4.2.7, 4.4.1 and 4.4.2 of the Manual:

4.2.7  The perspective adopted [in the reference case] on costs should be that of the NHS and PSS.
…

4.4.1 For the reference case, costs should relate to resources that are under the control of the NHS and PSS. Value these resources using the prices relevant to the NHS and PSS. Present evidence to show that resource use and cost data have been identified systematically.
4.4.2 Estimates of resource use should include the comparative costs or saving of the technologies and changes in infrastructure, use and maintenance. If appropriate, staff training costs should be included.
In this case, I understand from paragraph 3.13 of the FDG that NHS England provided the current tariff figure for CAR-T cell treatments, and that having heard from the Cancer Drugs Fund lead, the committee accepted that figure as the current cost of delivering CAR-T cell treatments in the NHS. This is in line with paragraph 4.2.7 of the Manual.
I understand the patient groups' primary concerns to be that the details of how that cost was established are insufficiently transparent, and that the committee should have interrogated them further.
I note from the Information Commissioner's Decision Notice that NHS England has explained (and the Information Commissioner has accepted) that the tariff was produced following the formation of a CAR-T Tariff Finance Working Group in 2023, which was supplemented by separate clinical and finance subgroups who were tasked with undertaking detailed analysis of the clinical pathway, the associated costs of delivery and the identification of any future efficiencies. I note further that seven of the 20 NHS CAR-T centres volunteered to be part of the finance sub-group and that they provided, in confidence, the detailed costing information which underpins the overall outputs of the working group. These outputs were ratified by all 20 commissioned adult CAR-T centres in the main group, and the tariff was agreed at a national level. Finally, I note that the Information Commissioner has determined that NHS England
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correctly applied s41(1) of the FOIA 2000 in withholding the costs information. This means that the NHS CAR-T centres that provided that information to NHS England would have an actionable breach of confidence claim against NHS England, if NHS England disclosed the information.
I also note in passing that the tariff was applied in TA1048 (Lisocabtagene maraleucel for treating relapsed or refractory large B-cell lymphoma after first-line chemoimmunotherapy when a stem cell transplant is suitable).
On the basis of the above, it seems to me to be inarguably the case that:

· 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);
· that price was calculated following a process involving consideration of detailed costing information provided to NHS England by the NHS providers of the service; and
· that information is subject to a duty of confidence and so could not have been provided to NICE by NHS England.
For those reasons, I am not persuaded that it is arguable that the approach adopted by the committee was unfair.

Appeal point 1(a).2: The Committee has declined to follow the HST appraisal route when disease indication presents itself as a suitable candidate

I am not minded to refer this appeal point to the Appeal Panel. That is because NICE's routing decision for a technology appraisal falls outside of the scope of this appeals process. Section 4.2 of NICE's appeals process guide is clear 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."
To explain my reasoning, it may assist to summarise the applicable statutory framework. Regulation 7(9) of the National Institute for Health and Care Excellence (Constitution and Functions) and NHS England (Information Functions) Regulations 2013 ("the NICE Regulations") obliges NICE to establish a procedure for the appraisal of health technologies. Regulation 8(8) of the NICE Regulations imposes a separate obligation upon NICE to establish a procedure for the appraisal of highly specialised technologies. Regulation 9(2) provides that a person may bring an appeal against a recommendation made following an appraisal conducted in accordance with either (a) the technology appraisal process or (b) the highly specialised technology process. Regulation 9 does not provide a right of appeal against the prior decision (i.e. the routing decision), as to whether the technology appraisal process or the highly specialised technology process should be followed.

Ground 2: the recommendation is unreasonable in the light of the evidence submitted to NIC

Appeal point 2.1: The Appraisal Committee’s refusal to consider the long-term patient benefit that brexu-cel offers 3rd Line MCL patients

I am not currently minded to refer this appeal point to the Appeal Panel.

The committee has explained how it considered long-term patient benefit, including the question of 'functional cure' and improvements in overall survival at paragraph 3.12 of the FDG and I do not consider that this appeal point presents any evidence that the committee' approach was arguably unreasonable.

I note your appeal letter refers to potential equalities issues with MCL affecting an older demographic and people from ethnic minorities. I note you refer to a need to tackle these equalities with an appropriate level of flexibility from the committee but have not explained where or how you consider this flexibility should be applied. If you are minded to pursue this point at final scrutiny, I would invite you to provide further details of how you consider that the committee has failed to account for these equality considerations in its recommendation and explain the steps it should have taken.
I would note in this regard that during the appraisal stakeholders were asked on several occasions for their views on any equalities impact of the committee's recommendations (recorded in the three equality impact assessments undertaken). None of the three impact assessments record that any potential equality issues related to age were raised (by stakeholders or otherwise) during the evaluation.
An appeal point arguing that NICE has failed to meet its statutory obligations under the Equality Act 2010 would usually be brought under ground 1(b).

Conclusion

The above sets out above my initial views on all of your appeal points.

In respect of your points which I am not minded to refer on you are entitled to submit further clarification and/or evidence to me within the next 10 working days, and I will then give a final decision on the points to put before an appeal panel. Responses must deal only with requested clarifications, or arguments or comments about the lead non-executive director for appeals' initial view that an appeal point is not valid.

Once I have made my final decision, and where there is more than one appellant, each appellant will receive the valid appeal points of the other appellants and their redacted appeal letter. This is to enable appellants to avoid duplication at the hearing where there are overlapping appeal points. If the appeal letter and/or responses to scrutiny contain confidential information please ensure you have provided a version with this information redacted by 12 February 2026.

Ordinarily appeals are conducted on the basis of the appellants’ written appeal letters, and the material generated during the appraisal process. Use of additional written material is discouraged, and the panel cannot receive any new evidence. If, exceptionally, you feel there is written material that will not be before the panel that you would wish to rely on you must let the NICE Appeal team know by return of letter, indicating what the material is, why it is desirable to submit it, and when it will be available, by no later than 9 March 2026. Please note that the appeal panel cannot accept papers that are tabled late or ad hoc, as this affects the preparation of the panel and other parties for the appeal.

Yours sincerely
		XXXX

Dr Mark Chakravarty
Lead Non-Executive Director for Appeals National Institute for Health and Care Excellence
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