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Substance: 
inebilizumab 
 
Brand Name: 
Uplizna® 
 
Originator/licensee
: Viela Bio 
 
Classification: NCE  
 
ATC code: L04AA 
 
Orphan Status: 
Eu: Yes 
Us: Yes 
 
Mechanism of 
action: the precise 
mechanism is 
unknown but is 
presumed to 
involve binding to 
CD19, a cell surface 
antigen presents on 
pre-B and mature B 
lymphocytes. 
Following cell 
surface binding to B 
lymphocytes, 
inebilizumab results 
in antibody-
dependent cellular 
cytolysis [1]. 

Authorized Indication:  
EMA: inebilizumab is indicated as 
monotherapy for the treatment 
of adult pts with NMOSD who are 
AQP4-IgG seropositive [2]. 
 
FDA: inebilizumab is a CD19-
directed cytolytic antibody 
indicated for the treatment of 
NMOSD in adult pts who are 
AQP4 antibody positive [1]. 
 
Route of administration: IV 
 
Licensing status 
EU CHMP P.O. date: 11/11/2021 
FDA M.A. date: 11/06/2020 
 
EU Speed Approval Pathway: No 
FDA Speed Approval Pathway: 
No 
 
----- 
ABBREVIATIONS: 
AEs: adverse events 
AQP4: anti-aquaporin-4 
AQP4-IgG: anti-aquaporin 4 
immunoglobulin G 
CHMP: Committee for Medicinal 
Products for Human Use 
M.A.: Marketing Authorization  
P.O.: Positive Opinion 
NMOSD: neuromyelitis optica 
spectrum disorder 
Pts: patients 
SAEs: serious adverse events 

Summary of clinical EFFICACY 
N-MOmentum (NCT02200770): multicentre, double-blind, randomized, placebo-controlled, phase 2/3 trial with an open 
label extension period. Eligible pts were adults (≥18 years old) with a diagnosis of NMOSD and a history of at least either 
one or two attacks  requiring rescue therapy respectively before one or two years before screening. They were randomly 
allocated (3:1) to receive 300 mg IV inebilizumab (n=175; 92% AQP4-IgG-seropositive) or IV placebo (n=56; 93% AQP4-IgG-
seropositive) at day 1 and 15. Both group received oral corticosteroids (prednisone 20mg) to minimize the risk of attack 
between days 1 and 14, tapered to day 21; no other use of immunosuppressants was permitted. The randomized 
controlled period was ended if participants had an attack or reached day 197; they were then offered participation in the 
open-label period for at least one year.  
The primary endpoint was time (in days) from day 1 to the onset of an NMOSD attack or before day 197. There was a 
significant increase in time to onset of an NMOSD attack with inebilizumab vs. placebo: 12% (21/174) pts receiving 
inebilizumab had an attack vs. 39% (22/56) pts receiving placebo (HR: 0.272 [95% CI 0·150–0·496]; p<0·0001). In the AQP4-
IgG-seropositive subgroup, 11% (18/161) pts receiving inebilizumab had an attack vs. 42% (22/52) pts receiving placebo 
(HR: 0.227 [95% CI 0·121–0·423]; p<0·0001)[3].   
 
Summary of clinical  SAFETY 
AEs occurred in 72% of pts receiving inebilizumab and in 73% of pts receiving placebo. The most frequently reported AEs 
were urinary tract infections (11% inebilizumab group vs. 10% placebo group); arthralgia (10% inebilizumab group vs. 4% 
placebo group); infusion-related reaction (9% inebilizumab group vs. 10% placebo group). SAEs occurred in 5% of pts 
receiving inebilizumab vs. 9% of pts receiving placebo and no SAE was reported in more than one participant. No deaths 
occurred throughout the randomized controlled period [3]. 
 
Ongoing studies: 

● For the same indication: No 

● For other indications: Yes 

Discontinued studies (for the same indication): No. 
----- 
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Cost of therapy: 
The cost of one month of therapy 
with IV inebilizumab (600mg) is 
around $273,547 [4].  
 
Epidemiology: 
NMOSD is a rare disease that 
affects about 1-2 in 100˙000 people 
in Europe [5]. NMOSD is associated 
with the AQP4 Ab in approximately 
80% of cases [5]. 
----- 
POSSIBLE PLACE IN THERAPY 
In acute phase: corticosteroids.  
In maintenance phase: 
immunosuppressants (aza-
thioprine, mycophenolate mofetil) 
or immunemodulators 
(methotrexate) or monoclonal 
antibodies (rituximab and 
eculizumab) to reduce the 
activation of the immune system to 
prevent NMOSD relapses [6].  
 
OTHER INDICATIONS IN 
DEVELOPMENT:  
Myasthenia Gravis [7]. 
 
SAME INDICATION IN EARLIER 
LINE(S) OF TREATMENT: No. 
 
OTHER DRUGS IN DEVELOPMENT 
for the SAME INDICATION  
Belimumab, Tocilizumab, 
Bevacizumab, Bortezomib, 
Ravulizumab, Ublituximab [8]. 
 
*Service reorganization No 
*Possible off label use Yes 
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