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Substance: mepolizumab 

 

Brand Name: Nucala 

 

Originator/licensee: GlaxoSmithKline 

Trading Services 

 

Classification: NI 

 

ATC code: R03DX09 

 

Orphan Status: 

Eu: No 

Us: No 

 

Mechanism of action:  

mepolizumab prevents IL-5 from 

binding to the alpha chain of the IL-5 

receptor complex expressed on the 

eosinophil cell surface and thus 

inhibits IL-5 signaling and the 

overexpression of peripheral blood 

and tissue eosinophils. Neutralizing 

IL-5 reduces the promotion, 

growthand survival of eosinophils in 

blood, sputum and other tissues, 

although complete blood 

eosinopenia isnot possible due to 

redundant signaling by IL-3 and GM-

CSF through a common β-sub-unit [1] 

Authorized Indication:  

EMA: mepolizumab is indicated as 

an add-on treatment for pts aged 

≥6 years with relapsing-remitting or 

refractory EGPA[2]. 

FDA: The treatment of adult pts 

with EGPA [3]. 

 

Route of administration:IV 

 

Licensing status 

EU CHMP P.O. date: 16/09/2021 

FDA M.A. date: 12/09/2019 

 

EU Speed Approval Pathway: - 

FDA Speed Approval Pathway: - 

 

----- 

ABBREVIATIONS: 

AZA: azathioprine 

BVAS: Birmingham Vasculitis 

Activity Score  

CHMP: Committee for Medicinal 

Products for Human Use 

EGPA: Eosinophilic granulomatosis 

with polyangiitis 

GM-CSF:Granulocyte-Macrophage 

Colony-Stimulating Factor 

IL-3: Interleukin-3 

IL-5: Interleukin-5 

M.A.: Marketing Authorization 
MTX:  methotrexate 

OR:odds ratio 

p: p-value 

P.O.: Positive Opinion 

pts: patients 

SC: subcutaneously 

SOC:standard of care 

Summary of clinical EFFICACY: 

NCT02020889is a randomized, multicenter, double-blind, parallel-group, phase 3 trial, in adultpts 

with relapsing-remitting or refractory EGPA who had received SOC for at least four weeks. Pts were 

assigned to receive SC mepolizumab (300 mg; n=68) or placebo (n=68), plus SOC, every four weeks, 

for 52 weeks.The co-primary endpoints were the accrued weeks of remission over a 52-week period, 

according to BVAS, and the proportion of pts in remission at both week 36 and week 48. 

28% of the pts treated with mepolizumabhad ≥24 weeks of accrued remission vs. 3% of those 

receiving placebo (OR= 5.91; 95% CI: 2.68 to 13.03; p<0.001) and 32% of pts in the mepolizumab arm 

vs. 3% the placebo armwere in remission at both week 36 and week 48 (OR= 16.74; 95% CI: 3.61 to 

77.56; P<0.001)[4,5]. 

 

Summary of clinical  SAFETY: 

AEs were similar between groups (97% in mepolizumab arm vs. 94% in placebo arm). Serious AEs 

occurred in 18% pts in mepolizumab arm vs. 26% in placebo arm, the most frequent serious AE was 

exacerbation or worsening of asthma (3% in mepolizumab arm vs. 6% in placebo arm). The most 

commonly reported non-serious AEs (in mepolizumabarm vs. placebo arm, respectively) were: 

headache (32% vs. 18%), nasopharyngitis (18% vs. 24%), arthralgia (22% vs. 18%), sinusitis (21% vs. 

16%), and upper respiratory tract infection (21% vs. 16%) and injection site reaction (13.24% vs. 

10.29%)[4-5]. 

 

Ongoing studies: 

● For the same indication:Yes 

● For other indications:Yes 

[Phase III, but if it is an O/OE drug, also Phase II] 

 

Discontinued studies (for the same indication): 
----- 
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Cost of therapy: 

In Italy, mepolizumab is available in different 

pharmaceutical forms: 

• 100mg/ml solution for 1 injection pre-filled pen - 

€1,792.47 

• 100mg/1ml solution for 1 injection pre-filled syringe - 

€1,792.47 

• 100mg powder for solution for 1 injection vial- €1792,47 

All retail prices include VAT [6].  

 

The recommended dose of mepolizumab is 300 mg 

administered once every four weeks by SC injection as 

three separate 100 mg injections [3]; one month therapy 

costs 5,377.41€ for any pharmaceutical form chosen 

 

Epidemiology: 

In Europe, the prevalence of EGPA was 1.56/100,000 at 

January 2021 [7]. 

----- 

POSSIBLE PLACE IN THERAPY 

-Corticosteroids (as prednisolone) are the main source of 

treatment; 

-In pts with severe EGPA or who do not respond to 

treatment with steroids, cyclophosphamide may be used; 

-AZA or MTX (immunosuppressants) can be added to the 

cure to reduce the level of steroids needed to control the 

disease; 

-In pts with severe EGPA who have not benefited from 

other treatments, rituximab may be used[8] 

 

OTHER INDICATIONS IN DEVELOPMENT: COPD, Asthma, 

HES, Nasal Polyps [9]  

 

SAME INDICATION IN EARLIER LINE(S) OF TREATMENT:- 

 

OTHER DRUGS IN DEVELOPMENT for the SAME 

INDICATION: Benralizumab [10] 

 

*Service reorganization Y/N No 

*Possible off label use Y/N No 

 

Note: efficacy and safety data in children have been 

extrapolated from clinical trials with adult pts. As part of 

its recommendation, the CHMP requested that the 

company performs a post approval safety study (PASS) to 

collect additional data on the use of mepolizumab in 

children aged 6-17 years with EGPA.[11] 

 


