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Essential therapeutic features NHS impact 

Substance: Efgartigimod 
alfa 
 
Brand Name: Vyvgart 
 
Originator/licensee: Argenx 
 
Classification: NCE 
 
ATC code: L04AA58 
 
Orphan Status: 
Eu: Yes 
Us: Yes 
 
Mechanism of action: 
Efgartigimod alfa is a 
fragment of human IgG1 
antibody that binds to the 
FcRn, thereby decreasing 
the levels of circulating IgG, 
including pathogenic IgG 
autoantibodies that damage 
the AChR [1] [2]. 

 

Authorized Indication:  
EMA: Efgartigimod alfa is 
indicated as an add-on to 
standard therapy for the 
treatment of adult patients with 
gMG who are anti-AChR-Ab 
positive [1]. 
 
Route of administration: IV 
 
Licensing status 
EU CHMP P.O. date: 23/06/2022 
EU M.A. date: 
FDA M.A. date: 17/12/2021 
 
EU Speed Approval Pathway: No 
FDA Speed Approval Pathway: 
No 

 
----- 
ABBREVIATIONS: 
Ab: antibody 
AChR: acetylcholine receptor 
AE: adverse event 
ARGX-113: Efgartigimod alfa 
CI: confidence interval 
FcRn: neonatal Fc Receptor 
gMG: generalized Myasthenia Gravis 
IgG: Immunoglobulin G 
IV: intravenous 
M.A.: marketing authorization 
MFGA: Myasthenia Gravis Foundation 
of America  
MG-ADL: Myasthenia Gravis Activities 
of Daily Living 
OR: odds ratio 
PBO: placebo 
P.O.: positive opinion 
Pts: patients 
SAE: serious adverse event 
URTI: upper respiratory tract 
infections 
UTIs:uUrinary tract infections 
yrs: years 

Summary of clinical EFFICACY: 
ADAPT (NCT03669588) is a phase III, randomized, double-blind, placebo-controlled, multicenter trial to evaluate the efficacy, safety and tolerability of ARGX-
113 in pts (N=167) aged ≥ 18 yrs with a diagnosis of MG (with or without AChR Abs) having generalized muscle weakness, meet the clinical criteria for 
diagnosis of MG as defined by the MFGA class II to IVb and had a MG-ADL* score of at least 5 (with >50% of the MG-ADL score due to non-ocular symptom). 
The primary endpoint was the proportion of AChR-Ab positive pts who were MG-ADL responders in the first treatment cycle, with an improvement of the 
MG-ADL score*, that was defined as a 2-point or greater reduction in the total MG-ADL score compared to the baseline for at least four consecutive weeks, 
with the first reduction occurring no later than one week after the last infusion of the cycle. 
  
Pts were randomly assigned 1:1 to ARGX-113 (10 mg/kg) (N=84) or matching PBO (N=83) administered as four infusion per cycle (one infusion per week). 77% 
(N=129) were AChR Ab-positive; the majority of the responders were  in the ARGX-113 group than in the PBO group [1-3]. 
*where a total score ranges from 0 to 24, with the higher scorers indicating more impairment 
 
Table 1: Summary of primary endpoint 

 ARGX-113 group  
(AChR Ab-positive pts) 

PBO group OR (95% CI) P value 

MGD-ADL responder in cycle 1 44/65 (68%) 19/64 (30%) 4.95 (2.21 – 11.53) <0.0001 

 
Summary of clinical  SAFETY: 
No deaths occurred during the study in either the treatment or PBO groups. The most frequent AEs (<10%) being headache, nasopharyngitis, nausea, 
diarrhea, URTI and UTIs. Incidence of headache was similar between the two groups; nausea, diarrhea and nasopharyngitis occurred more in the PBO group, 
and URTI and UTIs occurred  more among the ARGX-113 pts. Most AEs were mild or moderate in severity, with nine (11%) pts with severe events in the ARGX-
113 and eight (10%) in the PBO group, respectively. SAEs in treated pts were thrombocytosis, rectal adenocarcinoma, myasthenia gravis worsening (each 
leading to treatment discontinuation), and depression; in the PBO group one case each of myocardial ischaemia, atrial fibrillation, and spinal ligament 
ossification, which all led to treatment discontinuation, were reported. The remaining events were upper respiratory infection, spinal compression fracture, 
myasthenia gravis worsening, and myasthenia gravis crisis. All infections were reported as mild-to-moderate in severity except for three severe events, which 
were influenza and pharyngitis in the ARGX-113 group and URTIs in the PBO group. Infusion-related reactions were reported in three (4%) pts in the ARGX-
113 group and eight (10%) in the PBO group, all mild in severity [1-3]. 
 
Table 2: Summary of AEs in all pts 

 AEs SAEs Adverse events related to infections 

ARGX-113 group 65/84 pts (77%) four pts (5%) 39 pts (46%) 

PBO group 70/83 pts (84%) seven pts (8%) 31 pts (37%) 

 
Ongoing studies: 
● For the same indication: Yes (ADAPT +, NCT03770403) 

● For other indications: Yes 

Discontinued studies (for the same indication): No 
 
----- 
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Cost of therapy: 
Price is not available yet. 
 
Epidemiology: 
In Europe the prevalence of MG is 
estimated at 1/5.000 and the 
incidence at 1/250.000 - 1/33.000. 
MG affects both genders, 
predominantly females before age 40 
yrs and males after age 50 yrs. 
Around 80% of pts with MG will 
progress to gMG within 2 years 
equating to approximately 8.050 pts 
[1] [4].  
 
----- 
POSSIBLE PLACE IN THERAPY 
Eculizumab is indicated for pts with 
refractory gMG who are AChR-Ab 
positive [2]. 
 
OTHER INDICATIONS IN 
DEVELOPMENT: 
Primary Immune Thrombocytopenia, 
Chronic Inflammatory Demyelinating 
Polyneuropathy (CIDP), Pemphigus 
Vulgaris, Pemphigus Foliaceus, 
Bullous Pemphigoid [5]. 
 
 
SAME INDICATION IN EARLIER 
LINE(S) OF TREATMENT: No 
 
OTHER DRUGS IN DEVELOPMENT for 
the SAME INDICATION: 
Rozanolixizumab, Batoclimab, 
Zilucoplan [..] [5]. 
 
*Service reorganization: No 
*Possible off label use: Yes 
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