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7 September 2023 Dear
Re: Final Appraisal Document — Tebentafusp for treating advanced uveal melanoma [ID1441]

Thank you for your letter of 31 August 2023, lodging an appeal against the above Final Appraisal Document (FAD).

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.

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
Ground 1(b): In making the assessment that preceded the recommendation, NICE has exceeded its powers
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Appeal point 1: NICE determined that Tebentafusp would be unsuitable for the Cancer Drugs Fund based on the likely impact of the severity modifier at exiting the CDF rather than on the end-of-life modifier that applied to Tebentafusp at the time of appraisal

Your appeal letter does not specify whether this point is brought under ground 1(a) or 1(b). It refers to both grounds so I have considered it under both. I am not presently minded to refer this appeal point to the Appeal Panel under either ground. That is because I have identified nothing to suggest that the Committee's conclusion that tebentafusp did not meet the criteria to be considered for inclusion in the Cancer Drugs Fund was based on any potential impact of the severity modifier at the exit appraisal or that this formed part of their reasoning, as alleged in your appeal letter.

Rather, the Committee discusses the correct test (see section 4.20 of the applicable NICE Process Guide 2018: "For a cancer drug to be recommended for use through the Cancer Drugs Fund, it must display plausible potential for satisfying the criteria for routine use…") and bases its conclusion expressly on the ICERs presented at the time of the appraisal. The Committee noted that both the most plausible ICER based on its preferred assumptions and the company's ICER were above the target ICER of
£50,000 per QALY and – expressly on that basis – agreed that no ICERs had been presented which showed plausible potential for tebentafusp to be cost effective. This is restated at the end of paragraph
3.23 of the FAD, with my emphasis added:

"Based on the ICERs presented, the committee concluded that tebentafusp did not meet the criteria to be considered for inclusion in the Cancer Drugs Fund."

Whilst the Committee noted that the end of life criteria would not apply to the appraisal at exit from the CDF and that it was unknown whether the severity modifier would be applicable, it is clear from paragraph 3.23 as a whole that the Committee's conclusion on the CDF related to the ICERs presented to this Committee at the time of entry into (not exit from) the CDF. Those ICERs included consideration of the end of life criteria.

I agree that NICE's grounds of appeal do not permit appeals against the scope / routing of an appraisal to NICE's standard technology appraisal process. As to why a particular appraisal is routed to a particular programme, NICE applies routing criteria that are published in its methods and processes available online.

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

Appeal point 2: The recommendation is unreasonable in the light of the evidence submitted to [NICE] about the Quality of Life of people affected by advanced uveal melanoma and the costs associated with this condition which should have been taken regarding the end-of-life criteria and not the requirements of the new severity modifier

I am not presently minded to refer this appeal point to the Appeal Panel. That is because NICE's appeal process guide explains that in respect of ground 2:

"a consultee may appeal if they consider that the recommendations in the final draft guidance cannot reasonably be justified from the evidence presented to the committee. This ground means that the guidance is obviously and unarguably wrong, illogical, or 'does not add up'.
The appeal panel will not make its own judgements about the technology, but it will review the committee's decisions to see if they can reasonably be justified, based on the evidence that was available to the committee."
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I understand that your core point is that the Committee gave "inadequate consideration to the evidence on the maintenance of a good Quality of Life until shortly before death" and "the nature of advanced melanoma and the Health Related Quality of Life of affected individuals, notably that they may experience few symptoms until before dying due to the way in which liver metastases progress", as well as to cost data relative to other advanced cancers. You consider there was "an underestimation of the QoL of patients and an over estimation of the costs associated with advanced uveal melanoma". At present I do not consider your argument to be sufficiently detailed to support an arguable point that the Committee's recommendation is unreasonable in the light of the evidence submitted to NICE. If you wish to pursue this point I invite you in your response to this letter to point to the evidence submitted to NICE that you say supports your view that the guidance is obviously and unarguably wrong, illogical, or 'does not add up' and explain why.

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.

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 28 September 2023.

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 29 September 2023. 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
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Dr Mark Chakravarty

Lead Non-Executive Director for Appeals & Vice Chairman National Institute for Health and Care Excellence
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