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Tuesday 20 January 2026

Dr Mark Chakravarty
Lead Non-executive Director NICE Appeals – Technology Appraisals and Highly Specialised Technologies
National Institute for Health and Care Excellence
2nd Floor
2 Redman Place
London E20 1JQ

Dear Dr Chakravarty,

Re: Final Appraisal Determination – Brexucabtagene autoleucel for treating relapsed or refractory mantle cell lymphoma after 2 or more systemic treatments (review of TA677) [ID6325]

The following patient organisations would like to jointly lodge an appeal against the Final Appraisal Determination for the above-mentioned technology appraisal:
· Anthony Nolan
· Blood Cancer UK
· Lymphoma Action

This appeal is being made on the following grounds:
1. Ground one: In making the assessment that preceded the recommendation, NICE has either:	
a. failed to act fairly
i. Application of the NHS Tariff costs for CAR-T
ii. Has not followed the Highly Specialised Technology (HST) appraisal route

2. Ground two: The recommendation is unreasonable in the light of the evidence submitted to NICE:
a. Refused to consider the long-term patient benefit brexu-cel offers 3rd Line MCL patients
Ground 1a: In making the assessment that preceded the recommendation, NICE has: failed to act fairly 
1a.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
A key issue cited in the Committee Papers (and accompanying slides) concerns the inclusion of the NHSE tariff costs for CAR-T treatments, as part of the cost-effective evaluation of introducing brexu-cel into routine commissioning.

It is appropriate for treatment-related costs in care and services, such as ICU admission, to be reflected in the overall evaluation of a new indication. However, there is a lack of transparency regarding the methodology as to how the inflated calculations for recent years (2024/25 and 2025/26) have been produced.

Within the Committee’s proceedings, the consideration of the Tariff Working Group has not been shared with all stakeholders, and only verbal representations were given as to the rationale and specifics of this calculation within committee. 

The patient journey for MCL can be a varied one, sometimes presenting as a high-grade lymphoma, other times a low-grade lymphoma often relapsing after treatment requiring various treatment regimens. Not all patients will experience treatment-related effects such as cytokine release syndrome, and so not all will necessarily require admissions to ICU or extensive diagnostics. 

CAR-T treatment has been delivered in England successfully for several years now and, as a result, the infrastructure costs are likely to be lower than predicted. Equally, as roll-out has increased, healthcare professionals will have developed more experience, which means more efficiency-savings and fewer instances of treatment-related side effects (which are often costly).

This issue presents a significant component in the overall evaluation and it is not clear whether the calculated assumptions made here actually do reflect the real-world pathways that patients experience.
1a.2	The Committee has declined to follow the HST appraisal route when disease indication presents itself as a suitable candidate
MCL is a rare cancer with around 600 people being diagnosed each year in the UK. It tends to be a cancer of later years, with most people diagnosed being middle-aged or older.

Evidence submitted to the Committee indicates that the “number eligible for treatment with this therapy is low. Normally, no more than 300 people in England are eligible for the technology in its licensed indication and no more than 500 across all its indications”.

For many MCL patients in this position, without an option of CAR-T, 3rd line options are very limited, with the standard of care ultimately being palliative. With no or few satisfactory alternatives, brexu-cel offers a credible prospect of long-term survival and improved quality of life.

This decision will have a particularly damaging impact on MCL patients with a TP53 mutation, which presents in 10-20% of MCL patients. This patient group responds poorly to chemotherapy, as well as BTKi’s, and in the UK they don’t have access to the chemo-free BOVen regimen (E.g. zanubrutinib, obinutuzumab, and venetoclax) that is used in Europe and North America. There is a clear need for alternative treatments, and we are concerned that this sub-set of patients has not been appropriately considered by NICE.

The fact that the Committee has decided against evaluating brexu-cel against the higher threshold criteria provided by the HST appraisal route when it is eligible and able to do so, puts the product and the potential benefits for MCL patients at a significant disadvantage.
Ground 2: The recommendation is unreasonable in the light of the evidence submitted to NICE

2a	The Appraisal Committee’s refusal to consider the long-term patient benefit that brexu-cel offers 3rd Line MCL patients 
The Committee notes the need for additional data regarding classifying brexu-cel as a ‘functional cure’. However, what is already known is the overall survival for standard of care treatments at the point of 3rd line is typically not more than 12 months.
Brexu-cel data is questioned by the Committee regarding an LTS cure assumption of 48 months, however, Zuma-2 data does state 32% of patients remaining progression-free at 60 months, highlighting the potential for long-term remission in a population with historically poor outcomes.
Further to this, it is important to note that the PFS and OS curves from Zuma-2 do not cross, indicating a consistent and sustained treatment benefit over time.
When the standard of care available without a viable CAR-T option is so poor for patients’ survival and overall quality of life, it is unreasonable for the Committee not to consider departing from their usual processes and reconsidering a more appropriate approach to meeting the need of MCL patients.
Evidence submitted to the Committee shows that “life expectancy was longer but still very limited for patients well enough to received further therapies (median of 0.4 months for patients who did not receive third line treatment; 11.6 months for those who received some form of third line therapy).”
There are no other satisfactory treatment options available, and brexu-cel is likely to offer significant additional benefit over existing standard of care treatments.

Maintaining this Final Appraisal Determination leaves patients with advanced mantle cell lymphoma at a morbid disadvantage with relatively reduced life expectancies. That the Committee has had the opportunity to be forthright in sharing the rationale for its chosen methodologies and related-assumptions and has chosen not to opt for transparency is deeply disappointing.

With MCL affecting an older demographic, and people from ethnic minorities having fewer donor options and less likely to have an alloSCT, we feel there is a need to tackle these health inequities with an appropriate level of flexibility in the Committee’s deliberations and approach to evaluation.

We sincerely hope this determination is withdrawn and for this appraisal Committee to reconvene in order to ensure all appropriate considerations of methodology and evidence have been made. The Committee has a further option at hand, a reality many MCL patients at 3rd line do not have.

Yours sincerely 

Yasmin Sheikh, Head of Policy & Public Affairs, Anthony Nolan
XXXXXXXXXXXXXXXXXXXXXXXXXX

Hillary Webb, Policy & Public Affairs Manager, Blood Cancer UK
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX

Anna Grint, Public and Patient Affairs Advisor, Lymphoma Action
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
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