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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

24 July 2025

Dear Dr Chakravarty,

Appeal by Eisai Limited against the Final Draft Guidance (FDG) for lecanemab for treating mild cognitive impairment or mild dementia caused by Alzheimer’s disease [ID4043]
Thank you for your initial scrutiny letter dated 10 July 2025 (“IS Letter”), in which you provide your initial views in relation to the admissibility of the points of appeal set out in Eisai’s letter of appeal dated 3 July 2025.
We are pleased that you agree that some of our appeal points may proceed to an oral hearing. However, we are surprised by your preliminary view that certain points should be rejected (including important matters of principle) and strongly disagree with this conclusion. We therefore provide below further elaboration and clarification of these points of appeal as requested in your letter.

Ground 1

1(a).1 The disclosure of information regarding infusion costs very shortly before the third Appraisal Committee meeting (ACM3) without opportunity for consideration or comment by consultees was procedurally unfair

The IS Letter indicates that you are not minded to refer this point of appeal to the Appeal Panel. Your reasons are:
i. While you recognise that the four day period between disclosure of the “Infusion Costs Estimate” document and the third meeting of the Appraisal Committee (ACM3) constitutes a very tight turnaround and that the infusion costs issue is an important one, you say that, in view of the “difficult balance that a Committee needs to maintain to ensure that stakeholders have a fair opportunity to participate whilst also ensuring the evaluation proceeds expeditiously”, “both the Committee and the Company have to be prepared to respond very promptly to developing evidence”.
ii. That “as a matter of fact the Company was able to respond in the time available”.

However, the matters relied upon in the IS Letter do not justify the lack of adequate consultation in relation to this new evidence.

· In cases where new evidence is submitted in relation to an issue central to the outcome of an appraisal, the fact that NICE wishes to progress the appraisal expeditiously does not override the obligation to conduct the appraisal fairly, including the requirement to carry out appropriate consultation with all consultees following a fair procedure.

· Eisai has repeatedly requested details of NHS England’s estimated infusion costs; however these requests have not been addressed. While the material provided in the “Infusion Costs Estimate” document remains substantively incomplete, there seems no reason why this
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information could not have been disclosed by NHS England many months earlier and certainly no later than 27 March 2025, the deadline for responses to consultation on the second Draft Guidance. NICE cannot compel NHS England to comply with its obligations as a consultee in this appraisal, but it should not allow any consultee to effectively hinder the participation by other stakeholders by submitting material so late that there is inadequate time for effective consideration and consultation.

· The elements of fair consultation include allowing adequate time for consideration of the new material and the associated proposals and properly reviewing and taking into account the responses to consultation. These were clearly not met in the current case.
· The fact that Eisai was able to submit a preliminary response on 13 May 2025 within the four-day period available does not mean that the procedure was fair:
· Eisai should have been given an opportunity for proper consideration of the document and submission of a more detailed response;
· Eisai’s preliminary response was, in any event, not included in the Committee papers or addressed in the Committee slides presented at ACM3;
· There is no indication in the FDG that this preliminary response was considered at all;
· The fact that the time available was insufficient for consultation is reflected in the fact that no other consultees were able to respond within the four day period. Critically, there is no evidence the External Assessment Group (EAG) was able to critique the “Infusion Costs Estimate” document.
· Eisai is not required to provide details of all the additional submissions it would have provided had there been an opportunity for adequate consultation. However, without prejudice to that position, Eisai would have wished to test the reliability of NHS England’s figures by investigation including:
· Seeking clinical expert opinion on which of the infusions in the Secondary Uses Service (SUS) data are most reflective of lecanemab; and
· Carrying out a targeted analysis using NHS England’s own methodology and SUS data to isolate Healthcare Resource Group (HRG) codes most representative of lecanemab and exclude outlier HRGs.

In summary, in view of the importance of NHS England’s estimated infusion costs in the context of this appraisal, there was clearly an obligation for NICE to allow consultees to consult on the “Infusion Costs Estimate” document submitted by NHS England and the IS Letter does not suggest otherwise. In these circumstances, consultation had to be conducted fairly with sufficient time for consideration by consultees and review by the Committee. That plainly did not happen in this case. While Eisai attempted to provide preliminary comments, these are not included in the Committee papers, slides for ACM3 or considered in the FDG. There was no opportunity for comments by other consultees.
1(a).2 The evidence and reasoning of the Committee in relation to infusion costs lacks transparency despite the evidence submitted by NHS England prior to ACM3
The IS Letter considers this appeal point in two sections: (a) the lack of transparency associated with NHS England’s estimated infusion costs; and (b) the lack of reasons explaining why the Committee rejected the estimated infusion costs proposed by Eisai. You say that you are not minded to refer either issue to the Appeal Panel. We address the two sections below, responding to the reasons given in the IS Letter.

(a) The evidence submitted by NHS England lacks transparency

Your reasons for rejecting this part of appeal point 1(a).2 are as follows:
[image: ]

Page 2 of 10

i. “The “lack of transparency” asserted is NHS England’s rather than NICE’s” and, you say that Eisai has not “sought to appeal on the basis that it was unreasonable for the Committee to accept NHS England’s infusion costs”.
ii. You say that “there would have to be an arguable case that the Committee departed from the Manual or otherwise acted unfairly in accepting the NHS England estimate e.g. by holding NHS England to a lower standard than is prescribed”.

Transparency is an essential element of a fair procedure and one that is explicitly endorsed by NICE. Paragraph 3.1.1 of the Manual states:
“To ensure that the guidance issued by NICE is appropriate and robust, the evidence and analysis, and their interpretation, must be of the highest standard possible and transparent”.

The obligations in terms of transparency imposed on NICE are therefore high. This has been considered and confirmed by the Court of Appeal in two decisions (considered in more detail below), which have direct similarities to the current appraisal. Eisai considers that the lack of transparency raised by NICE’s reliance on the inadequately explained infusion costs proposed by NHS England, raises an important point of principle and is seriously concerned by the suggestion that this would be excluded from consideration by the Appeal Panel at the initial scrutiny stage.

In response to the matters raised in the IS Letter:

· It is NICE’s lack of transparency which is the subject of this appeal, rather than lack of transparency by NHS England. This is because the Committee has chosen to rely upon estimated infusion costs which are unexplained and untransparent for the purposes of its guidance, rather than estimated infusion costs which can be interrogated and tested to confirm their reliability. It is unacceptable for the Committee to rely on assumptions which cannot be verified and tested and to expect consultees to do so, simply because a third party asserts they are correct.

· It is correct that Eisai has not submitted an appeal on the basis that it was unreasonable for the Committee to accept NHS England’s estimated infusion costs. However, we do say in our appeal that, as a matter of fairness, “NICE is required to justify reliance on non-transparent information, rather than alternative sources, where the details are transparent and can be made available to stakeholders”. It has not provided such justification in this case.
· In relation to the failure by the Committee to meet acceptable standards of procedural fairness in the context of transparency, this issue has been considered in two judgments of the Court of Appeal:

· The first case (R (on the application of Eisai Ltd) v National Institute for Health & Clinical Excellence (NICE) & (1) Shire Pharmaceuticals Ltd (2) Association of the British Pharmaceutical Industry (Interveners) [2008] EWCA Civ 438) also arose from an appraisal of Alzheimer’s disease treatments and related to the transparency of an executable version of the economic model developed by a third party (the Assessment Group). The Court of Appeal noted the high standards of transparency to which NICE is subject and found that fairness requires that consultees are able to test the reliability of, in that case, the economic model, for themselves and to be able to make informed representations.

· The second case (Servier v National Institute for Health and Clinical Excellence [2009] EWHC 281 (Admin)) arose from an appraisal where NICE had declined to disclose an economic model which contained unpublished data developed by a third-party academic, who refused to agree to its release on grounds of confidentiality. After considering the

efforts by NICE to persuade the academic to agree to release the algorithm etc, the Court concluded:

“NICE is always under a duty and imperative of transparency and fairness which normally requires full disclosure of its fully executable economic model and the data upon which it is based. It should not, therefore, normally give (or permit its assessment groups to give) undertakings as to confidentiality. Exceptionally, it may do so if the importance of the material to the quality and robustness of the appraisal is sufficiently great; and if it has tried sufficiently hard to obtain permission to disclose, but has failed. Further, the ambit of any confidentiality undertaking should be as restricted as possible”.
And also:

“…for the purpose of this case, I formulate the duties upon NICE, and the powers of this court, as follows: Even after a confidentiality undertaking has been justifiably given, NICE remains under a positive duty, at appropriate stages in the process, to take all reasonable steps to obtain permission to disclose the information. In deciding what are reasonable steps it must keep firmly in mind the high importance of fairness and transparency, and the importance of the respective information to understanding the appraisal. Having regard to the decision of the Court of Appeal in Eisai v NICE, it must particularly strive to seek permission to disclose the economic model and /or the data contained therein. In proceedings for judicial review, the court should afford due weight to the decision of NICE as to what amount to reasonable steps, but may grant relief if the court considers that NICE has not taken such steps as are reasonable in all the circumstances of the case”.

· The cited judgments of the Court of Appeal therefore confirm the high standards of transparency to which NICE is subject and the efforts it must take to ensure that information is disclosed to stakeholders. It is unclear why NHS England declined to provide details of its estimated infusion costs as requested by Eisai and outlined in our appeal letter and no explanation has been provided to us in the context of the current appraisal. Further, it is unclear what steps NICE has taken to ensure transparency of NHS England’s infusion costs consistent with the judgment in Servier and no information in relation to such steps has been communicated to Eisai.
· For completeness, it is significant that, after ACM3, NHS England has released further details (albeit still incomplete) of its estimated infusion costs for lecanemab, outside NICE’s procedures in response to Eisai’s application under the Freedom of Information Act 2000. It is unclear why this information was not provided at an earlier stage for the purposes of the appraisal, rather than belatedly when it could not be the subject of consultation or considered by the Committee, and underscores the requirement for NICE to explain what efforts it took during the appraisal to ensure transparency.
In the above circumstances, the reasons given for suggesting that this point should be rejected do not address the central thrust of our appeal. The reliance by the Committee for the purposes of an issue which is central to the outcome of this appraisal, on data which are untransparent, conflicts with the obligations of fairness to which NICE has committed itself and with Court of Appeal authority that such information should be available to be considered and tested by consultees.

(b) the lack of reasons explaining why the Committee rejected the estimated infusion costs proposed by Eisai
The reason for rejecting this part of appeal point 1(a).2 as set out in the IS Letter is that “the Committee has explained in detail at paragraph 3.20 of the FDG why it did not prefer the Company’s infusion cost

estimates,” and that you “do not consider it arguable that the reasons given by the Committee in reaching that conclusion are procedurally unfair”.

However, it is not correct that “the Committee has explained in detail at paragraph 3.20 of the FDG why it did not prefer the Company’s infusion costs estimate”. The Committee states why it wished to rely on the estimated infusion costs proposed by NHS England, seemingly “because this was most likely to reflect what would be charged in NHS practice”, even though it could not (we assume) test or validate these and without considering Eisai’s response to the “Infusion Costs Estimates” document.
With respect to the infusion costs estimated by Eisai, it repeats NHS England’s advice against use of these:

“It advised against using a chemotherapy infusion cost because lecanemab:
· is more complex to prepare
· has the potential for more adverse reactions
· people having it might have more complex needs than people having chemotherapy infusions”.
However, beyond repeating NHS England’s advice, it gives no indication of whether and if so why it accepted the points NHS England raised or how it assessed the responses by the clinical experts and by Eisai and whether it had any remaining concerns about Eisai’s estimated infusion costs at the time of ACM3.

This lack of any substantive explanation of the Committee’s concerns in relation to Eisai’s estimated infusion costs at the end of the process precludes effective engagement by Eisai in this process and limits our ability to respond to the Committee’s conclusions.

1(a).3 The Committee has omitted to explain why it has rejected the data from Clarity AD in concluding no effect of lecanemab in delaying progression to moderate or severe AD and has adopted an inconsistent approach to that followed in the appraisal of donanemab
The IS Letter considers this appeal point in two sections: (a) the Committee has omitted to explain why it has rejected the data from Clarity AD in concluding that there is no effect of lecanemab in delaying progression from mild Alzheimer’s disease to moderate or severe Alzheimer’s disease; and (b) that the Committee has acted inconsistently in its decision making regarding the transition from mild to severe Alzheimer’s disease in the lecanemab appraisal compared with the donanemab appraisal. You suggest that section (a) should be rejected and part (b) should be referred to the Appeal Panel under Ground Two.
We address the two sections below, responding to the reasons given in the IS Letter.

(a) The Committee has omitted to explain why it has rejected the data from Clarity AD in concluding that there is no effect of lecanemab in delaying progression to moderate or severe Alzheimer’s disease

You suggest that the Committee has explained its approach to the data from Clarity AD in the FDG (particularly paragraph 3.15) “because it has considered both the Company and the EAG’s model by reference to the observed state occupancy and efficacy data in Clarity AD”.
However at paragraph 3.15 of the FDG, the Committee states:

“…..there was not a clear significant treatment effect in transitions from mild to severe dementia for lecanemab.  So, it concluded that assuming lecanemab would not affect the

proportion of people who moved directly from mild dementia to severe dementia compared with standard care was appropriate for decision making”.

This decision however conflicts with the data from Clarity AD, which showed that lecanemab delays time-to-worsening from mild AD (defined as CDR-SB score of 4.5–9.0) to moderate or severe dementia (CDR-SB score >9.0) as explained in our appeal letter. During the period of the Clarity AD core study, XX patients in the lecanemab arm transitioned from mild to severe AD, compared with XX in the placebo arm. This is supported by the 36-month data from the open-label extension (OLE) study compared with the natural history transitions from Potashman et al. The Committee has provided no explanation for its conclusion that “given the additional information shared by the company [i.e. from Clarity AD], there was not a clear significant treatment effect in transitions from mild to severe dementia for lecanemab”.

(b) The Committee has acted inconsistently in its decision making regarding the transition from mild to severe Alzheimer’s disease in the lecanemab appraisal compared with the donanemab appraisal.

You say that, while you do not consider the fact of two appraisals reaching different conclusions to be procedurally unfair per se, you are minded to refer the point under Ground Two.

The issue raised by Eisai under this appeal point is that the appraisals of lecanemab and donanemab involve two technologies in the same class of medicines, indicated for the same patient population and in those circumstances a consistent approach should be followed as a matter of fairness. To the extent that the Committee considers that a different approach to the appraisal of lecanemab is appropriate, this must be explained and justified. However, no reasons for the inconsistent approach have been provided in this case. In the absence of adequate reasoning the inconsistency is arbitrary and therefore unreasonable.
In summary, the Committee has provided inadequate explanations for its approach to the transition from mild to severe Alzheimer’s disease, both in terms of its rejection of the data from Clarity AD and the inconsistency in approach with the donanemab appraisal.

1(a).4 The Committee’s consideration of a recommendation for use of lecanemab through managed access does not reflect the requirements of the Manual or the Innovative Medicines Fund principles and is unfair
You say that you are not minded to refer this point of appeal to the Appeal Panel on the basis that “the Committee did not consider there to be a plausible potential for lecanemab to be cost-effective at the currently agreed price”.

However, in concluding that lecanemab should not be recommended for managed access, the Committee relied on factors additional to its assessment that lecanemab was not plausibly cost effective, specifically the fact that the Committee concluded there were “uncertainties that would not be addressed in a period of managed access”. As explained in our appeal letter, the Committee’s analysis of these points was inconsistent with the Manual and with the IMF Principles document. The fact that the Committee has provided one reason for refusing managed access that reflects the Manual and the IMF Principles, does not mean that a decision is fair, when the other reasons relied upon by the Committee for its decision do not reflect those documents and are therefore flawed.

You suggest that Eisai should “provide details of evidence that could be generated through managed access and that could sufficiently support the case for recommendation of lecanemab as being cost effective at the currently agreed price”.

· In our appeal letter, we listed a substantial number of areas where evidence could be generated through managed access and which could support Eisai’s case on the appropriate assumptions to be used for decision making in relation to lecanemab.
· It is Eisai’s firm view that if lecanemab is assessed fairly and using assumptions that are reasonable, the ICER values are cost-effective at the currently agreed price.
In summary, at least some of the reasons given by the Committee for refusing to recommend lecanemab with managed access are flawed and it is unclear how much weight was placed by the Committee on each of these factors or how its decision would have been different if these reasons had been excluded. The Committee must therefore reconsider a recommendation for use of lecanemab with managed access in accordance with the requirements of the Manual and the IMF Principles so that its conclusions are plainly set out and it is clear what Eisai has to do in order to achieve a positive recommendation.

1(a).5 The Committee has omitted consideration of health inequalities from its consideration of the appropriate ICER threshold for this appraisal

The IS Letter suggests that this point of appeal should not be referred to the Appeal Panel, for the following reasons:

· You suggest that paragraph 6.3.5 of the Manual only requires consideration of factors including reduction in health inequalities where the most plausible ICER is “above” £20,000 per QALY gained, whereas in this case the ICER threshold was defined as “around £20,000 per QALY gained”; and

· You say that the Committee has set out its consideration of health inequalities at paragraph 3.30 of the FDG.
We do not agree with your interpretation of the Manual. As a preliminary matter this does not require the Committee to set an ICER threshold for a particular technology, although this has become standard practice. What the Manual does do is to make clear that, where the Committee considers that the most plausible ICER is below £20,000 per QALY gained, any recommendation is principally based on cost effectiveness (paragraph 6.3.4). However, paragraph 6.3.5 of the Manual states: “Above a most plausible ICER of £20,000 per QALY gained, or £100,000 per QALY gained for highly specialised technologies, decisions about the acceptability of the technology as an effective use of NHS resources will specifically consider the [listed] factors”, which include uncaptured benefits and reduction in health inequalities. The most plausible ICER calculated by the Committee for lecanemab was above
£20,000 per QALY and therefore the Committee had a duty in accordance with the Manual to “specifically” consider the listed factors in that context. It is Eisai’s position that where a technology may result in some reduction of health inequalities, this is likely to justify a higher ICER value. However, there is no indication in the FDG that it complied with its duty to consider these issues.
For completeness, while the Manual does not address what factors are to be considered by the Committee when the most plausible ICER is exactly £20,000 per QALY gained, it would be wholly illogical if the factors listed at paragraph 6.3.5 could be disregarded for any ICER of “around £20,000” (bearing in mind that this is not a precise figure , but includes ICERs slightly over and slightly under
£20,000) but must be considered for an ICER of 1p over £20,000 per QALY. Lecanemab is not in the category of technologies where the Committee’s most plausible ICER is below £20,000 per QALY gained, where decisions will be based purely on cost effectiveness, therefore the factors listed at paragraph 6.3.5 of the Manual, including reduction in health inequalities, must be taken into account.

Finally, while some health inequalities are considered at paragraph 3.30 of the FDG, these are substantially incomplete. Eisai listed in its appeal letter, material health inequalities which have not been considered at all in the FDG and these are also not addressed in the IS Letter. These include:


· Financial inequality among informal carers;
· Gender inequality;
· Structural inequality in the healthcare and social care systems;
· Inequality in how dementia costs are distributed.
Finally, while the Committee does list several health inequalities at paragraph 3.30, it does no more than conclude that “they were outside of its remit”. There is no indication that reduction in health inequalities was taken into account in any way in the context of the ICER for this appraisal despite the specific requirements of the Manual.

1(b).6 The Committee has concluded that the changes in NHS service delivery that would be required to implement lecanemab therapy should preclude access, outside its remit and without conducting an adequate investigation
The IS Letter (which numbers this point 1(b).1), suggests that this appeal point has been considered under Ground 1(a) (procedural fairness) rather than Ground 1(b) (NICE has exceeded its powers). While therefore we will seek to address any concerns you might have based on the text of the letter, the points you have raised are not directly relevant to Ground 1(b).

The key elements of appeal point 1(b).6 arise from the Committee’s reliance on “the substantial resources the NHS would need to commit to implement access to lecanemab” as reasons not to recommend access under baseline commissioning (paragraph 3.28 of the FDG) and with managed access (paragraph 3.32 of the FDG) even though the Committee has already accepted at paragraph 3.30 of the FDG that “concerns raised about getting a diagnosis, accessing care in a new and complex pathway and substantial demand on NHS services” are “outside of its remit”.

· The Committee’s acceptance at paragraph 3.30 of the FDG that the NHS burden issue is outside its remit demonstrates that this matter is substantially more complex than “the impact of adopting the technology on NHS resources” as referenced at paragraph 6.2.33 of the Manual. There has been substantial underinvestment in dementia services in England (not limited to Alzheimer’s disease) and any new treatment will require resources to be allocated to diagnosis and access to care. These costs are not specifically related to the impact of adopting lecanemab (as per paragraph 6.2.33), but to upgrading services generally. Importantly, the Committee has conducted no investigation of the resources required to improve Alzheimer’s disease services in order to make any new treatments available to patients and has certainly not considered the specific impact of introduction of lecanemab in this context or indicated whether its references to the “the impact of adopting the technology on NHS resources” are different to that set out in the budget impact model submitted by Eisai.

· You refer to paragraph 3.31 of the FDG, where “the Committee records the stakeholder concern raised that the substantial investment requirement may be a potential uncaptured harm of the technology”, however the FDG excludes any analysis of this concern and it is also outside NICE’s remit as accepted at paragraph 3.30 of the FDG.

Overall, the Committee has based its decisions in relation to lecanemab, at least in part, on factors which it accepts are outside its remit and which should not therefore have been taken into account.
Ground 2

2.1 The Committee’s assessment of utility values for carers does not reflect the balance of the available evidence
Your view in relation to this appeal point is noted.


2.2 The Committee’s conclusion that the benefits of lecanemab are “small” is subjective, rather than scientific and therefore unreasonable
The IS Letter indicates that you are not minded to refer this point to the Appeal Panel on the basis that you consider:

i. “The Committee’s conclusion on treatment effect seems to [you] to be clearly grounded in the evidence presented to it”.
ii. You say that “the Committee’s conclusion that the benefits of lecanemab are “small” and its recognition that lecanemab has a clinically significant treatment effect are not mutually exclusive”.
iii. You refer to the Committee’s conclusions at paragraph 3.6 of the FDG that the treatment effect of lecanemab is “small”.
The issue raised at this point of appeal is the fact that the Committee does not explain what it means by “small”, which potentially results in confusion. In relation, delays to progression of disease in oncology, such as the first indication for pembrolizumab recommended by NICE (TA366) which exhibited a progression-free survival extension of 1.3-2.7 months, was not described by NICE in the associated FDG as “small”, compared to the 6 months delay to disease progression with lecanemab in this appraisal.

Furthermore, the term is pejorative and trivialises the benefits of Alzheimer’s disease therapies for affected patients and their carers as described by the Patient Group consultees in this appraisal.

NICE’s appraisals are considered outside the UK including in countries where the first language is not English and the fine nuance suggested in the IS Letter may not be understood. It is Eisai’s firm view that descriptions such as that a benefit is “small”, should be used consistently and with care across all technologies, rather than undermining the significance of a clinical effect in conditions such as Alzheimer’s disease.
2.3 The assessment of the additional aspects of lecanemab treatment is unbalanced and unreasonable

Your view in relation to this appeal point is noted.

2.4 The approach to treatment waning accepted by the Committee is arbitrary and unreasonable
Your view in relation to this appeal point is noted.

2.5 The Committee’s decision to rely on an unverified cost estimate for APOE4 gene testing costs rather than a transparent estimate from an alternative source is unreasonable

The IS Letter states that you are not minded to refer this point of appeal to the Appeal Panel for the following reasons:

· “NHS England explained the estimated testing cost was based on a comparable test available in England and the Committee concluded that the modelled costs must reflect the costs incurred in real-world practice as much as possible”

· Eisai has not explained why it considers the Scottish Health Service estimate to be a better approximation of real-world cost of the APOE4 gene testing in England than the estimate provided by NHS England.
· The impact of adopting NHS England’s estimated testing cost on the ICER was very small.
The issue raised at appeal point 2.5 is similar to the transparency points at appeal point 1(a).2. The APOE4 testing cost of £250 proposed by NHS England is unexplained and unsupported by evidence. It is therefore uncertain whether this figure includes elements beyond those properly attributable to lecanemab treatment (e.g. general infrastructure costs or other overheads). Significantly, the figure proposed by NHS England is more than six times greater than that used by the Scottish Health Service for the purpose of NHS testing in another part of the UK. The importance of transparency as confirmed by the Court of Appeal in Eisai and Servier are also relevant to this appeal point.

The reason why the Scottish Health Service costs estimate should be preferred is because it is transparent. NHS England has provided no reason why it has not supplied details of the costs included in its APOE4 gene testing estimate so that their relevance to lecanemab treatment can be investigated and has not explained the very substantial discrepancy between its estimation and that of the Scottish Health Service. The acceptance of the NHS England figure without explanation simply because NHS England claims it is correct is unreasonable.
The fact that the impact of adopting NHS England’s estimated testing cost on the ICER is small is irrelevant. All costings used should be transparent and fair and the fact that APOE4 gene testing estimate makes little difference to the ICER does not justify use of an unreliable and unvalidated figure. It is self-evident that multiple assumptions with a small impact on the ICER can amount cumulatively to a large impact.

2.6 The Committee’s consideration of a recommendation for use of lecanemab with managed access is inconsistent with the Manual and the Innovative Medicines Fund principles and is unreasonable

The IS Letter indicates that you are not minded to refer this appeal point to the Appeal Panel. Your reasons are the same as those relied upon for appeal point 1(a).4 above.

This appeal point relates to certain specific statements relied upon by the Committee to justify not recommending lecanemab with managed access which are incorrect, unexplained and therefore unreasonable. By way of example the statement at paragraph 3.29 of the FDG that treatment discontinuation is an area of uncertainty is unreasonable, in circumstances where this is not referenced or explained at paragraphs 3.18 or 3.28 of the FDG.
While these issues are related to the matters raised at appeal point 1(a).4, they are not the same and your reasons for rejecting appeal point 1(a).4 are not relevant to this appeal point under Ground 2.
We hope that this letter addresses the concerns raised in your letter of 10 July 2025. If any aspect of our appeal remains unclear, we will be pleased to provide further assistance. Alternatively, we look forward to receiving your final scrutiny letter.


Yours sincerely,

XXXXXXXXXXXXX
XXXXXXXXXXXXXX
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