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Options for the treatment of severe 
asthma that is not controlled by 

high-dose corticosteroids and long-act-
ing beta-agonists include immunosup-
pression and, for IgE-mediated asthma, 
omalizu mab.1 For people with eosinophilic 
asthma, a further option is therapy directed 
at interleukin 5 (IL-5), the major cytokine 
responsible for the growth and differentia-
tion, recruitment, activation and survival of 
eosinophils. 
 In 2016, NICE recommended 
mepolizu mab (Nucala), a monoclonal anti-
body directed against IL-5 that is adminis-
tered by monthly subcutaneous injection, 
as add-on therapy for adults with severe 
refractory eosinophilic asthma despite 
optimised treatment.2 Patients are eligible 
only if they have a blood eosinophil count 
≥300 cells/μl in the previous 12 months, 
and four or more asthma exacerbations 
needing systemic corticosteroids in the 
previous 12 months or continuous oral 
steroids over the past six months equiva-
lent to prednisolone 5mg daily. In addition, 
they must be adherent to optimised stand-
ard treatment. 
 NICE is currently appraising a second 
anti-IL-5 monoclonal antibody, reslizumab 
(Cinqaero). It was not recommended in 
draft guidance, but the NICE appraisal 
committee has requested updated cost 
effectiveness data from the company 

and, at the time of publication, is in con-
sultation before final guidance is issued. 
Reslizumab is also currently being 
appraised by the Scottish Medicines 
Consortium. 

Indication and dosing
Reslizumab is licensed as add-on ther-
apy in adults with severe eosinophilic 
asthma inadequately controlled despite 
high-dose inhaled corticosteroids plus 
at least one other maintenance drug. 
It works by blocking IL-5 binding to its 
cell-surface receptor, and thus preventing 
the differentiation, maturation, recruit-
ment and activation of eosinophils.
 The recommended dose is 3mg/kg 
once every four weeks, given by IV infu-
sion over 20–50 minutes. The need to 
continue treatment should be reviewed 
at least annually. No dose adjustment is 
recommended for older people (though 
experience in those aged over 75 years 
is limited) or those with impaired kidney 
or liver function. No significant drug inter-
actions are known.

Efficacy
The key evidence for reslizumab is pro-
vided by two phase 3 trials in a total of 
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KEY POINTS

■  Reslizumab is an anti-IL-5 monoclonal antibody licensed as add-on therapy for 
severe eosinophilic asthma in adults inadequately controlled despite high-dose 
inhaled steroids and at least one other maintenance drug

■  It is administered via IV infusion every four weeks

■  In clinical trials lasting one year, reslizumab significantly reduced the rate of 
exacerbations and improved lung function and asthma symptoms compared with 
placebo

■  The frequency of adverse events reported in clinical trials was similar for 
reslizumab and placebo

■  The list price of reslizumab is approximately £500 per 100mg vial but a discount 
may be offered as part of a patient access scheme if NICE recommends the 
treatment
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953 patients aged 12–75 years (mean 
47 years; 89 per cent aged 18–64 years) 
whose asthma was inadequately con-
trolled by medium to high doses of inhaled 
corticosteroid-based therapy (inhaled 
fluticasone ≥440μg daily or equivalent) 
and who had blood eosinophils of 400 
cells/μl or higher and one or more exac-
erbations requiring steroid treatment in 
the previous year.3 Oral steroid use up to 
10mg daily prednisone equivalent was 
permitted. Patients were randomised to 
receive placebo or treatment with resli-
zumab 3mg/kg every four weeks. 
 The primary endpoint was the fre-
quency of exacerbations requiring treat-
ment over one year. An exacerbation 
was defined as use (or increased use) 
of systemic steroids for at least three 
days and/or emergency asthma-related 
treatment (eg nebuliser treatment, an 
accident and emergency visit or asthma- 
related hospitalisation).
 In a combined analysis of the two 
trials, the proportion of patients with at 
least one exacerbation was significantly 
lower with reslizumab (32% vs 50% with 
placebo; rate ratio 0.46, CI 95% 0.37–
0.58) over one year. There was no sig-
nificant difference in admissions due to 
exacerbations but the number of affected 
patients was small (64 in total; 6.7%).
 Compared with placebo, reslizumab 
significantly reduced eosinophil count 
and improved asthma symptoms, quali-
ty-of-life scores and lung function. There 
was no significant difference in the use of 

short-acting beta-agonists. The improve-
ment in lung function was maintained in 
a subgroup of 277 patients who contin-
ued treatment for ≥24 months.4

 Reslizumab was equally effective 
in participants with severe eosinophilic 
asthma and whose asthma was con-
sidered to be refractory to treatment. It 
reduced the exacerbation rate more in 
patients with at least two exacerbations 
in the previous year compared with a sin-
gle event (by 56–64% vs 32% with one 
exacerbation per year). 
 A third study compared reslizumab 
3mg/kg (n=103) with placebo (n=105) 
in patients with eosinophilic asthma 
who were not taking systemic steroids.4 
After 16 weeks, reslizumab significantly 
improved lung function, asthma symp-
toms, quality of life and decreased use 
of short-acting beta-agonists.

Adverse effects
The frequency of treatment-related 
adverse events in clinical trials was 12% 
with reslizumab and 13% with placebo; 
of these, 7% in each treatment group 
were mild and 4% and 6% respectively 
were of moderate severity; less than 1% 
in each group were severe. The most fre-
quent treatment-related adverse event 
was headache (2% in each group). Of the 
12% of patients who withdrew from the 
trials prematurely, 3% did so due to an 
adverse event.4

 The frequency of administration-site 
reactions was 2% in both treatment 

groups. The incidence of anti-reslizumab 
antibodies was 5%; there was no evi-
dence that this affected efficacy. Three 
patients (0.3%) treated with reslizumab 
(vs none with placebo) developed treat-
ment-related anaphylactic reactions. 
Infections were more common among 
those assigned to placebo (53% vs 41% 
given reslizumab).4
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