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[bookmark: Sal]Dear XXXXXXX
Re: Final Draft Guidance — Durvalumab with platinum-based chemotherapy, then with or without olaparib, for treating newly diagnosed advanced or recurrent endometrial cancer (ID6317)
Thank you for your letter of 4 August 2025 responding to my initial scrutiny views.  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: The Committee has concluded that the ICER threshold should be limited to £20,000 per QALY due to “uncertainties” in the data, but has failed to explain and/or take into account the limited impact of such uncertainties on the ICER
Having considered the additional arguments made in your letter of 4 August 2025, I accept that this is a valid appeal point under ground 1.   
The basis for the appeal point is that the Committee has arguably failed to comply with paragraph 6.3.5 of the Manual, which requires that 
Above a most plausible ICER of £20,000 per QALY gained… decisions about the acceptability of the technology as an acceptable use of NHS resources will specifically consider…
· the degree of certainty and uncertainty around the ICER
…
The Company's argument, as I understand it, is that the most plausible ICER for this technology is above £20,000, and that whilst the Committee has considered uncertainty in the FDG, "the Committee has seemingly given no consideration at all to the extent to which any modest uncertainties arising from the three identified areas impacts the acceptable ICER for [the technology] or why these uncertainties justify its conclusion that any ICER must be at the lowest end of the £20,000-£30,000 range".
I anticipate that the Appeal Panel will wish to consider whether paragraph 6.3.5 of the Manual requires the Committee to expressly record its conclusions in the FDG as to the impact of uncertainties on the level of the acceptable ICER.
I note that your letter of 4 August draws my attention to an extract from NICE's August 2021 consultation paper setting out its proposals for change to its methods for health technology evaluation programmes.  That paper was followed by a public consultation exercise, and following that consultation, NICE finalised its proposed changes and captured them in the Manual.  It is the Manual which binds the Committee, rather than the proposals for change document which preceded consultation on those proposals.
Appeal point 1(a).2: The reasons given for imposing a £20,000 ICER threshold fail to take into account the factors listed at paragraph 6.3.5 of the Manual 
Having considered the additional arguments made in your letter of 4 August 2025, I remain of the view that this appeal point should not be referred to the Appeal Panel.  
[bookmark: _Hlk204780069]As a preliminary point, I note that this evaluation was conducted in accordance with the Manual in place when it started, i.e. the Manual as updated in October 2023.  Paragraph 6.35 of the applicable version of the Manual reads as follows:
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The third bullet point under 6.35 relating to health inequalities was added in May 2025, and is not relevant to this evaluation.
In order to reach a decision about whether to recommend a technology, the Committee has to consider both (1) the most plausible ICER for that technology; and (2) whether to depart from the usual threshold for a positive recommendation. I agree that a decision to recommend (or not recommend) a technology with a most plausible ICER above £20,000 should be taken following consideration of the factors listed in paragraph 6.3.5 of the Manual.  
Additional context to the requirements of paragraph 6.3.5 is provided in the preceding paragraphs of the Manual, and in particular:
· 6.2.26 – which explains that decisions about a new technology must consider implications for healthcare programmes for other patient groups that may be displaced by the adoption of the new technology; the opportunity cost, including those programme or technologies not evaluated by NICE;

· 6.2.34 – which explains that decisions about the acceptability of a technology as an effective use of NHS resources will specifically take account of the degree of certainty around the value for money, and that in particular the committee will normally be more cautious about recommending a technology if they are less certain about the evidence presented;

· 6.3.1 – which explains that 

The committee does not use a precise maximum acceptable ICER above which a technology would automatically be defined as not cost effective or below which it would. Given the fixed budget of the NHS, the appropriate maximum acceptable ICER to be considered is that of the opportunity cost of programmes displaced by new, more costly technologies … NICE considers technologies in relation to this range of maximum acceptable ICERs, so that the influence of other factors on the decision to recommend a technology is greater when the ICER is closer to the top of the range."
Accordingly, in my view the Manual is clear that the higher the ICER under consideration for acceptance is in the range, the greater role the factors at section 6.3.4 to 6.39 will play.  
I note that the Committee has expressly recorded in the FDG how uncertainty and uncaptured benefits have been considered in this evaluation and consider that they have therefore been taken into account in the context of 'the acceptability of the technology as an effective use of NHS resources'.  I have accepted in appeal point 1(a).1 that the Appeal Panel should consider the fairness of the Committee's conclusions as to uncertainty in this regard.  I note that the Committee expressly recorded its conclusion in paragraph 3.18 of the FDG that the uncaptured benefits made no difference to the acceptable ICER. 
I do not accept that there is arguably a separate or freestanding obligation on the Committee to expressly record its consideration of those factors in reaching a decision not to depart from the usual threshold.
Appeal point 1(a).3: The Committee has failed to consider reduction in health inequalities in breach of the requirements of the Manual 
Having considered the additional arguments made in your letter of 4 August 2025 I remain of the view that this appeal point should not proceed to an oral hearing.
It is my view that the Committee has demonstrated consideration of the potential health inequalities in the ACM slides and I do not consider there is a procedural requirement for this to be further explained in the FDG specifically.  
I also note your reference to paragraphs 6.2.36-6.2.39 of the Manual.  These paragraphs were added to the Manual in May 2025 and are not present in the Manual governing this evaluation.
Appeal point 1(a).4 Failure to act fairly by not complying with the Public Sector Equality Duty under section 49 o the Equality Act 2010
I confirm my decision to refer this appeal point to the Appeal Point under ground 1(b) (and have renumbered it accordingly below). 
Appeal point 1(a).5: The fact that the Committee altered its position in relation to a key issue immediately before ACM2 with no opportunity for consideration or consultation by AZ is not consistent with NICE’s procedures or standards of fairness 
I confirm my decision to refer this appeal point to the Appeal Panel. Your comments will be passed to the appeal panel for consideration at the oral hearing.
Appeal point 1(a).6: The lack of any reasonable opportunity for commercial negotiation has prejudiced the conduct of this appraisal 
I confirm my decision to refer this appeal point to the Appeal Panel. 
In reaching this view I have considered your additional comments.  I acknowledge that there is a complex discount scheme in place and that the Company was willing to negotiate a commercial agreement.   I also note that the Committee is clear that there are uncertainties other than price.  I anticipate the Appeal Panel will wish to consider in particular whether NICE's position was unreasonable in light of paragraph 5.8.42 of the Manual, which provides that evaluation timetabling will not accommodate commercial access discussions for technologies where the company does not accept the committee's preferences and assumptions.
Conclusion
Therefore the valid appeal points are:
· 1(a).1: The Committee has concluded that the ICER threshold should be limited to £20,000 per QALY due to “uncertainties” in the data, but has failed to explain and/or take into account the limited impact of such uncertainties on the ICER

· 1(a).5: The fact that the Committee altered its position in relation to a key issue immediately before ACM2 with no opportunity for consideration or consultation by AZ is not consistent with NICE’s procedures or standards of fairness.

· 1(a).6: The lack of any reasonable opportunity for commercial negotiation has prejudiced the conduct of this appraisal.

· 1(b).1: Failure to act fairly by not complying with the Public Sector Equality Duty under section 149 of the Equality Act 2010.

· 2.1: The Committee’s conclusions regarding the proportion of people with pMMR endometrial cancer on durvalumab who commence treatment with olaparib do not reflect the SmPC or the DUO-E clinical trial.

· 2.2: The Committee’s conclusion that the ICER threshold should be limited to £20,000 per QALY due to “uncertainties” in the data, is unreasonable in the context of the evidence relied upon.
NICE shares the valid appeal grounds of each appellant with the other appellants to assist with preparation for the hearing.
NICE will be in contact with you regarding the administration of the appeal, which will be held orally. 

Yours sincerely
XXXXXXX

Dr Mark Chakravarty 
Lead Non-Executive Director for Appeals 
National Institute for Health and Care Excellence
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Above a most plausible ICER of £20,000 per QALY gained, or £100,000 per QALY
gained for highly specialised technologies, decisions about the acceptabilty of
the technology as an effective use of NHS resources will specifically consider the
following factors:

« The degree of certainty and uncertainty around the ICER.

« Aspects that relate to uncaptured benefits and non-health factors.
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