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Sent by e-mail only: XXXXXXXXXX 
FAO XX XXXXXXXXX
Royal College of Physicians 

3 June 2024

[bookmark: deartext][bookmark: Sal]Dear XX XXXX
Re: Final Draft Guidance – Fenfluramine for treating seizures associated with Lennox-Gastaut Syndrome in people 2 years and over (ID1651)
[bookmark: _Hlk167982546]Thank you for your letter of 24 May 2024 responding to my initial scrutiny views. I explained in my letter of 10 May 2024 that as your appeal letter did not identify any potential appeal points under the permitted grounds of appeal I could not take your concerns forward. I invited you to submit further details. You have done so by way of response.  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
I note that you quote three statements from the FDG and make arguments as to why they are unreasonable in light of the evidence.
In substance I consider your letter puts forward one appeal point under ground 2, which I will refer to as appeal point 2.1: it was unreasonable for the committee to consider standard of care alone as a comparator for fenfluramine. 
I agree that this is a valid appeal point and confirm I will refer this to the Appeal Panel. 
Conclusion
[bookmark: _Hlk167982647]Therefore the valid appeal point is:
· [bookmark: _Hlk167982874]2.1: it was unreasonable for the committee to consider standard of care alone as a comparator for fenfluramine
NICE shares the valid appeal points 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

XXXXXXXXXX

Dr Mark Chakravarty
Lead Non-Executive Director for Appeals & Vice Chairman
National Institute for Health and Care Excellence
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