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Sent by e-mail only: XXXXXXXXXXXXXXXXXXXX
FAO Dr XXXXXXXXXXXX
Association of British Neurologists
8-10 New Fetter Lane
London
EC4A 1RS


11 August 2025 

[bookmark: deartext][bookmark: Sal]Dear Dr XXXX
Re: Final Draft Guidance for zilucoplan for treating antibody positive generalised myasthenia gravis [ID4008]
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 2: the recommendation is unreasonable in the light of the evidence submitted to NIC
Appeal point 2.1: The opinion of the contributing clinical experts was not considered with sufficient weight by the committee regarding the definition of refractory MG.
I confirm my decision not to refer this appeal point to the Appeal Panel. 
Appeal point 2.2: The real-world evidence for Efgartigimod that was published in 2024 has been misinterpreted.
For the reasons that I set out in my initial scrutiny letter, I remain of the view that it is not arguable that the Company's position on this point impacted the Committee's decision making, and consequently will not refer this appeal point to the Appeal Panel. 
Appeal point 2.3: The ability of Zilucoplan to achieve minimal symptom expression (MSE) has not been adequately considered
I confirm my decision to refer this appeal point to the Appeal Panel.
Appeal point 2.4: The committee did not place sufficient weight on patient and clinical expert evidence concerning the value of a self-administered therapy, and the potential for this to improve equity of access to treatment
I confirm my decision to refer this appeal point to the Appeal Panel. 
Conclusion
Therefore the valid appeal points are:
· 2.3: The ability of Zilucoplan to achieve minimal symptom expression (MSE) has not been adequately considered.
· 2.4: The committee did not place sufficient weight on patient and clinical expert evidence concerning the value of a self-administered therapy, and the potential for this to improve equity of access to treatment.
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
XXXXXXXXXXXXXX
Dr Mark Chakravarty
Lead Non-Executive Director for Appeals
National Institute for Health and Care Excellence
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