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BRIEF SUMMARY OF THE TRANSPARENCY COMMITTEE OPINION 
 

 

LEMTRADA (alemtuzumab), selective immunosuppressant 
 
No clinical benefit demonstrated in the treatment of multiple sclerosis.  
 

Main points 
� LEMTRADA has a Marketing Authorisation in adults with an active form of relapsing-remitting multiple 

sclerosis (RRMS), defined by clinical parameters or MRI of patients included in phase III studies, 
disease-modifying treatment-naïve patients or patients previously treated with at least one relapse in the 
year prior to inclusion or at least two in the 2 years prior to inclusion.  

� Given the serious adverse effects of the product with a significant residual effect and medium-term 
potential risks of its administration, its hospital use has been restricted.  

� LEMTRADA is reserved for severe forms of RRMS. 

� No comparison versus a treatment indicated in these highly active or rapidly progressing forms has been 
carried out. 

 
 

Therapeutic use  
 
� The long-term benefit of first-line disease-modifying treatment with β interferons or glatiramer acetate is difficult to 

assess. The decision to discontinue them must be made based on clinical criteria suggesting a loss of efficacy or 
limited efficacy (frequency of relapses, development of progressive MS without relapses), the occurrence of 
adverse effects or a possible wish to become pregnant. 

� A Marketing Authorisation was recently given in RRMS to first-line medicinal products administered orally: 
teriflunomide and dimethyl fumarate. 

� Three parenteral (mitoxantrone, natalizumab) and oral (fingolimod) immunosuppressants are reserved for severe, 
very active or rapidly progressing forms of RRMS, given their adverse effects. 

� Role of the medicinal product in the therapeutic strategy 

LEMTRADA is reserved for severe forms of RRMS. 
 

Clinical data 
 
� Two randomised, open-label, interferon β-1a -controlled superiority studies have evaluated the efficacy of 

alemtuzumab in patients with RRMS. One study was conducted in disease-modifying treatment-naïve patients 
with at least one relapse in the year prior to inclusion or at least two in the 2 years prior to inclusion. The 
annualised rates of relapses at 2 years were 0.18 (95% CI [0.13; 0.23]) on alemtuzumab 12 mg and 0.39 (95% CI 
[0.29; 0.53]) on interferon /β1-a (RR 0.45; p<0.0001). The estimated percentage of patients with a progression of 
disability at 2 years was 8.0% (95% CI [5.7; 11.2]) on alemtuzumab and 11.1% (95% CI [7.3; 16.7]) on interferon 
β1-a (HR 0.70; NS). Another study was conducted in previously treated patients with at least one relapse in the 
year prior to inclusion or at least two in the 2 years prior to inclusion. The majority of the patients had received 
interferon β1-a or glatiramer acetate in the 3 months prior to inclusion. The annualised rates of relapses at 2 
years were 0.26 (95% CI [0.21; 0.33]) on alemtuzumab 12 mg and 0.52 (95% CI [0.41; 0.66]) on interferon β1-a 
(RR 0.51; p<0.0001).  
The estimated percentage of patients with a progression of disability at 2 years was 12.7% (95% CI [9.9; 16.3]) 
on alemtuzumab and 21.1% (95% CI [16.0; 27.7]) on interferon β1-a (HR 0.58; p 0.008). 
Reservations on minimising bias call for caution in the interpretation of these efficacy results.  
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� Alemtuzumab induces a severe immunodepression and exposes the patient to identified risks of reactions to the 
infusion, autoimmune disorders (thyroid disorders, immune thrombocytopenic purpura, nephropathies) and 
severe infections, and to potential risks (cytopenias, malignant tumours). 

 
 

Special prescribing conditions 
 
� Medicinal product reserved for hospital use 
� Prescription restricted to neurology specialists  
� Medicine requiring special monitoring during treatment 
 
 

Benefit of the medicinal product 
 
� The actual benefit of LEMTRADA is: 

- moderate only in patients with a severe form of RRMS, defined by the occurrence of two or more debilitating 
relapses in the course of a year, associated with inflammatory activity in cerebral MRI (one or more 
enhanced lesions after Gadolinium injection) despite 1st-line or 2nd-line treatment. 

- insufficient to justify reimbursement by National Health Insurance in the other forms of RRMS relevant to the 
indication. 

� Without comparative data versus active treatment in severe forms of RRMS, LEMTRADA does not provide 
clinical added value (CAV V) in the treatment of the multiple sclerosis. 

� Recommends inclusion of the proprietary medicinal product on the list of reimbursable products for hospital use 
in patients with a severe form of RRMS, defined by the occurrence of two or more debilitating relapses in the 
course of a year, associated with inflammatory activity in cerebral MRI (one or more enhanced lesions after 
Gadolinium injection) despite 1st-line or 2nd-line treatment. 
Does not recommend inclusion of the proprietary medicinal product on the list of reimbursable products for 
hospital use in other patients under the Marketing Authorisation indication. 
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i * The actual benefit (AB) of a proprietary medicinal product describes its benefit primarily in terms of its clinical efficacy and the seriousness of the 
condition being treated. The HAS Transparency Committee assesses the AB, which can be substantial, moderate, low or insufficient for 
reimbursement for hospital use. 
 
** The clinical added value (CAV) describes the improvement in treatment provided by a medicinal product compared with existing treatments. The 
HAS Transparency Committee assesses the degree of CAV on a scale from I (major) to IV (minor). A level V CAV means "no clinical added value". 

 
This document was created on the basis of the Transparency Committee Opinion of 08 January 2016 (CT-14394) and is 

available at www.has-sante.fr 


