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[bookmark: deartext][bookmark: Sal]Dear XXXXXXXXXXX
Re: Final Draft Guidance for efgartigimod for treating generalised myasthenia gravis [ID4003]
Thank you for your letter responding to my initial scrutiny views ("Response to Initial Scrutiny Letter").  This is my final decision on initial scrutiny.
I assess each of your points in turn.
Ground 2: the recommendation is unreasonable in the light of the evidence submitted to NICE
Appeal point 2.1: The real world evidence of the efficacy of efgartigimod in the proposed treatment population has not been adequately considered. 
I have considered your clarification in your Response to Initial Scrutiny Letter. You explain that the data underlying some of the additional sources you identified in your Appeal Letter were referenced during committee meetings by both clinical experts. You also describe how other sources of real-world evidence were put to the Committee in written responses to the draft guidance and initial consultation.
I am reminded by the Guide to the technology appraisal and highly specialised technologies appeal process (PMG41) (paragraph 4.3) that an appeal on this ground can only succeed if the Committee's conclusion "cannot reasonably be justified from the evidence …" or in other words, is "obviously and unarguably wrong, illogical, or 'does not add up'". 
I have taken into account the real-world evidence considered by the Committee in reaching its decision as explained in the FDG, and the real-world evidence put before it in response to initial consultation and consultation on draft guidance. I note from the sources set out at paragraph 3.11 of the FDG that EAMS and EAMS+ data are also sources of real-world evidence considered by the Committee. 
I am persuaded that the Committee has explained this in the FDG, and it is clear on the face of the FDG that real-world evidence has been taken into account in the Committee's decision making. 
It is not clear how those additional sources of real-world evidence adduced in your letters would have impacted or influenced the Committee's decision making. 
For those reasons, I do not consider the Committee's conclusion to be "obviously and unarguably wrong, illogical, or 'does not add up'" based on the real-world evidence it has relied on in the FDG.
Consequently, I will not refer this appeal point to the appeal panel. 
Appeal point 2.2: The equity of access to, and risks associated with, alternative treatments were not adequately considered. 
Having considered your additional analysis, I remain of the view that this appeal point should not proceed to an oral hearing. I am satisfied that the Committee has considered equity of access for IVIg and PLEx in detail in the FDG, including explicitly as an uncaptured benefit in its decision about an acceptable ICER threshold. 
I am not persuaded that the Committee's conclusions could arguably be said to be unreasonable in light of its consideration of the equity of access, and as a result will not refer this appeal point to the appeal panel. 
New Appeal Point 2.3: In circumstances where expert clinical input suggested that the current clinical guidelines for gMG are out of date and not reflective of the care pathway in practice, it was unreasonable for the committee to prefer the clinical guideline over the expert clinical input.
I confirm that this appeal point (being a combination of original appeal points 2.3 and 2.4) will be referred to the Appeal Panel. 
Appeal point 2.5: There has been insufficient consideration of evidence provided by patients and caregivers 
I have considered in detail your arguments that the Committee gave insufficient consideration of evidence provided by patients and caregivers. NICE guidance relies on the real life experiences of people who use health and social care services. Our Patient and Public Involvement Policy  outlines our commitment to public involvement, and sets out the breadth of opportunities for patients and caregivers to engage in the appraisal process. 
While recognising the inherent difficulties faced by patients living with gMG, I remain of the view that there was ample opportunity in this appraisal process for patients and caregivers to participate in a number of different ways. I attribute particular weight to the fact that there were four committee meetings in this technology appraisal process (which is greater than usual for single technology appraisals), as well as the opportunity to participate in writing. 
In conducting Committee meetings, Committee chairs must ensure that a diverse range of evidence is presented and discussed at committee meetings. This necessarily means having to strike a balance between evidence from the Company, the EAG, patient and clinical experts and other stakeholders. It is also recognised in the Manual that all evidence (not just that adduced in committee meetings) is taken into account by the Committee in its decision making. 
Taking all the above into account, I do not consider this to be a valid appeal point, and will not refer it to the Appeal Panel. 
I will, however, ensure that your views are fed back to the technology appraisal chairs and incorporated into their ongoing training.

Conclusion
Therefore the valid appeal point is:
· Appeal Point 2.3: In circumstances where expert clinical input suggested that the current clinical guidelines for gMG are out of date and not reflective of the care pathway in practice, it was unreasonable for the committee to prefer the clinical guideline over the expert clinical input. [original appeal point 2.3 and 2.4]
NICE will be in contact with you regarding the administration of the appeal, which will be held orally. 
Thank you for your comments and engagement in the appeals process. 

Yours sincerely
XXXXXXX
Sharmila Nebhrajani OBE
Chairman
National Institute for Health and Care Excellence
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