
 

 
 

Dear Robert, Doug & Joanna, 
 
We are writing in response to your letter to Biogen following the publication of the NICE Appraisal 
Consultation Document (ACD). 
 
Biogen understands that the ‘minded no’ issued by NICE is devastating for SMA patients and  
families, and that the time delay in the process only adds to such distress. Biogen is extremely 
disappointed by the decision, and has continually highlighted the many challenges that exist in 
evaluating medicines for rare diseases, such as SMA, via the standard technology appraisal (STA) 
route. We first submitted nusinersen via the STA route in January 2018 following positive meetings 
with NICE and NHS England during which it was agreed by all parties that collaboration and flexibility 
would be important in the case of nusinersen. Particularly, demonstrating cost effectiveness via the 
STA process for a rare disease medicine in a largely paediatric population is extremely challenging. 
Within a far from ideal process, we have long been preparing the foundations for a managed access 
agreement (MAA), which can alleviate some of the uncertainties identified by NICE. 
 
We now remain focussed on agreeing the terms of the MAA alongside stakeholders from the clinical 
and patient communities, as well as NICE and NHS England. We have meetings scheduled to  
progress discussions around the commercial and clinical terms of the MAA, and we ask that such 
terms be agreed as a matter of urgency. Biogen agrees that flexibility and collaboration be integral  
to discussions to provide a solution for patients to access nusinersen in England, Wales and Northern 
Ireland, and we are committed to playing our part in helping the NHS make the medicine available to 
as many patients as possible, as quickly as possible.  
 
We would like to take this opportunity to highlight that, while the list price of nusinersen is generally 
in line with the cost of other rare disease therapies in Europe, it is sometimes misleading. Individual 
health systems, such as NHS England, will negotiate purchasing arrangements in their country which 
often remain confidential. The ICER highlighted within the ACD is based on the list price, and Biogen 
has since been invited to submit our full offer to NICE. Biogen’s offer to NICE is comparable with 
those already agreed across Europe, within which 70% of EU member states are already providing 
access to nusinersen (20 countries in Europe and many more across the world).1 
 
Biogen has a long history of working together with health systems to agree pricing arrangements  
that enable patient access to innovative medicines, and are committed to applying this same 
approach with nusinersen. While we understand the financial pressure that many health systems, 
including NHS England, are under, we believe that as a leading economy which enjoys a healthier 
economic status than many of our European neighbours, we should not be in the minority of 
countries where access remains unavailable. We are concerned, not only for nusinersen, but also for 
other medicines to treat SMA which will be evaluated in the future.  
 
Our commitment to SMA patients remains unfaltering, and we stand ready to play our part, however 
we now ask that the authorities in the UK also play their part and work with us to accommodate true 
medical innovation by providing funding for significant therapeutic advances such as nusinersen. 
 
Yours sincerely,  
Terry, Alessandro and Caren 
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