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Dear Nikie Jervis

Re: Final Draft Guidance — Cabozantinib for treating advanced neuroendocrine tumours that have progressed after systemic treatment [ID6474]

Thank you for your letter responding to my views on initial scrutiny. This is my final decision on initial scrutiny.

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: consistency of approach to OS

At initial scrutiny, I explained my preliminary view that this point was not arguable because it is evident from paragraph 3.8 of the FDG that the committee understood and factored into its decision-making that a different approach was taken in the evaluations of everolimus and sunitinib, and that the committee has provided its rationale for adopting that different approach based on factual differences.

I am mindful that there is no rule of precedent but that NICE does aspire to be predictable and to a broad consistency of approach. A decision of one technology appraisal committee does not bind another, and past approaches may be departed from with appropriate reasoning.

I will refer this appeal point to the panel to consider whether the committee's reasoning for departing from the previous evaluations was so inadequate as to be procedurally unfair in the circumstances.

The panel will note that this appeal point is referred under Ground 1(a), and is limited therefore to whether the evaluation was procedurally unfair rather than the reasonableness of the committee's conclusion.

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

Appeal Point 2.1: assumption of no OS benefit

I note your argument that the committee's position is "an extreme position within the evidentiary range" and that this, along with a possibility that plausible alternative assumptions were not adequately reflected, may mean the conclusion is unreasonable on the evidence.
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I remain of the view that adopting a conservative approach is not in itself unreasonable.

However, I will refer this appeal point to the appeal panel on a limited basis, for its consideration of whether the committee's conclusion that there is no OS benefit associated with cabozantinib in the epNET population is unreasonable in light of the uncertainty associated with the range of evidence on OS benefit.

Appeal Point 2.5: Lung NET subgroup

In my initial scrutiny letter, I asked that you drew to my attention the clinical expert opinion which supported separate consideration of the lung NET population. I note that you have not provided the sources for each of the comments Appended to your letter, nor their location in the Committee Papers.

Irrespective, I am persuaded based on the totality of the evidence before me that it is arguable that "Clinical expert input consistently highlighted greater unmet need and distinct considerations in lung NETs" and that insufficient weight was afforded to this.

I will therefore refer this appeal point to the appeal panel to consider if the committee's conclusion was unreasonable in light of the clinical evidence submitted to NICE.

Conclusion

Therefore, the valid appeal points are:

· 1(a)1 - consistency of approach to OS
· 1(a)2 – consistency of approach to separate recommendation for lung NETs
· 2.1 - assumption of no OS benefit
· 2.2 – unreasonable disregard of unanimous clinical expert opinion in respect of OS benefit.
· 2.5 - lung NET subgroup

NICE will be in contact with you regarding the administration of the appeal, which will be held orally. Thank you again for your engagement in the appeals process.
xxxxxxxxx

Yours sincerely

Dr Mark Chakravarty

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