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Monday 20 September 
Dear xxxxxxxxxxxx
Ref: Appeal against NICE FAD Tafasitamab with lenalidomide for treating relapsed or refractory diffuse large B-cell lymphoma [ID3795]
The Royal College of Physicians (RCP) plays a leading role in the delivery of high-quality patient care by setting standards of medical practice and promoting clinical excellence.  We provide physicians in the United Kingdom and overseas with education, training and support throughout their careers.  As an independent body representing over 40,000 Fellows and Members worldwide, we advise and work with government, the public, patients and other professions to improve health and healthcare. 

The NCRI-ACP-RCP-RCR is grateful for the opportunity to respond to the above Final Appraisal Document. We have liaised with our clinical experts, who attended the NICE committee meeting on 01 June 2022, and would like to appeal as follows.
Together our experts have over 30 years of experience in leading the management of patients with relapsed and refractory diffuse large B-cell lymphoma (DLBCL). Our experts believe that the recommendation is unreasonable considering the evidence submitted to NICE (Appeal Ground 2).
Our experts’ advice is that the Committee is mistaken in concluding that Tafasitamab with lenalidomide does not meet the end-of-life criteria. We therefore consider that the final draft guidance cannot reasonably be justified from the evidence presented to the committee.
Grounds for appeal: The recommendation is unreasonable in the light of the evidence submitted to NICE. It is unreasonable to conclude that the short life expectancy criterion of the end-of-life policy is not met.
We support the Committee’s findings that the there is sufficient evidence to indicate that the treatment has the prospect of offering an extension to life, normally of a mean value of at least an additional 3 months, compared with current NHS treatment. We however disagree that that the 24-month criterion was not met for this patient population. NICE has been presented with multiple clinical trials, epidemiological data and our own clinical expert testimony that states life expectancy for this group of patients in less than 24 
months. Not least, the committee were presented with data from the pivotal study of rituximab, bendamustine and polatuzumab (RB-Pola) as the post contemporaneous comparator where the median overall survival (OS) was 12.4 months [95% CI, 9.0-32.0 months) (Shen et al: 2022, Blood Advances). Data from the UK real World experience (RWE) of RB-Pola (n=133) presents an even worse anticipated outcome with a median OS of 10.2 months [95% CI, 5.2-14.3 months] (Northend et al: 2022, Blood Advances). Importantly the estimate of survival that lymphoma clinicians across the NHS provide to patients in this situation during their consultations consistently is of less than 24 months. 

The NICE committee however, chose to adopt an estimate from the modelled mean, disregarding all other evidence. The mean data does not reflect the real-world patient data or our clinical practice. The survival estimates for the RB-Pola regimen considered in NICE appraisal TA XX of 4 years and used in the ERG model are significantly greater than the follow-up data from the pivotal study presented by Sehn et al and the real-world evidence.

Our experts believe that the committee has not adequately considered the totality of the data and opinion when considering if life expectancy is ‘normally less than 24 months’. Considered analysis of the data indicate that life expectancy is below 24 months, and the mean, the median, and clinical opinion all inform that judgement. The committee has failed to explain adequality to patients and clinicians on why it was stated that their expectation of survival would be more than 24 months when this is not information that is standardly provided to patients in these clinical circumstances.  We therefore believe that their conclusion is unreasonable and appeal for this decision to be amended. 

We very much hope that you reconsider this outcome for the benefit of our patients within the NHS.
Yours sincerely

xxxxxxxxxxxxxxxxxxxxxxxxxxxxxx
Registrar, Royal College of Physic
