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ReachMD 

Treating Severe Eosinophilic Asthma Patients Who Are OCS-Dependent 
 

 
 

Announcer:  
NUCALA is indicated for the add-on maintenance treatment of patients 6 years and older 
with severe eosinophilic asthma.  
 
NUCALA is not for relief of acute bronchospasm or status asthmaticus.  
 
NUCALA should not be used in patients with a history of hypersensitivity to mepolizumab or 
its formulations.  
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Hypersensitivity reactions including anaphylaxis, angioedema, bronchospasm, hypotension, 
urticaria, and rash have occurred. These generally occur within hours of administration but 
can have a delayed onset. If a hypersensitivity reaction occurs, discontinue NUCALA.  
 
NUCALA should not be used to treat acute asthma symptoms, acute exacerbations, or acute 
bronchospasm.  
 
In controlled clinical trials, 2 serious adverse reactions of herpes zoster occurred with 
NUCALA compared to none with placebo. Consider vaccination if medically appropriate.  
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Do not discontinue systemic or inhaled corticosteroids abruptly when initiating NUCALA. 
Appropriate decreases in corticosteroid doses should be gradual and healthcare-provider 
supervised. Reduction in corticosteroid dose may be associated with withdrawal symptoms 
and/or unmask conditions previously suppressed by corticosteroid therapy.  
 
Treat patients with pre-existing parasitic infections before initiating NUCALA. If patients 
become infected while receiving NUCALA and do not respond to anti-parasitic treatment, 
discontinue NUCALA until infection resolves.  
 
Additional important safety information, including adverse reactions, is presented later in 
this presentation.  
 
Dr. Goldman:  
Hello, I’m Dr. Yaron Goldman, and I’m a practicing Pulmonologist.  
 
Thank you for joining me for this talk on treating severe eosinophilic asthma patients who 
are oral corticosteroid dependent. 
 
As a pulmonologist, I can tell you that this is a significant problem that we encounter quite a 
bit in our practice. And now that we have additional medication options for the patients, 
we're excited to share this with you. 
 
We’ll start by introducing a typical severe eosinophilic asthma patient who is also OCS 
dependent.  
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Sarah is maximized on traditional combination therapy, all the way to the higher steps of 
the GINA report and a significant dose of oral steroids. She already had two exacerbations 
treated in the past year, one outpatient and one emergency department visit, which is 
usually a marker of a more severe exacerbation. This tells us that her asthma is not well 
controlled. She has daily cough and wheezing, and her asthma is restricting her activities. 
She is also experiencing significant weight gain, which many of our asthmatic patients 
struggle with. 
 
As you can see, she has multiple triggers, significant obstruction on her spirometry, and 
elevated eosinophils of 190 cells/µL. But keep in mind this is while on daily oral steroids, 
which can lower the eosinophil count. Note that one year ago, her eosinophil count was 
even higher at 390 cells/µL. 
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This severe eosinophilic asthma patient is clearly uncontrolled. We need to think about 
additional treatment options for her. And I’d like to share with you an option called NUCALA.  
 

 
 
So how does NUCALA work? 
 
NUCALA binds to the IL-5 and prevents it from binding to the alpha chain of the IL-5 
receptor complex on the eosinophil. This inhibits IL-5 signals and eosinophil production and 
survival, which is what was seen in a phase 2 study with the first injection of NUCALA: a 
74% reduction of eosinophils within 48 hours. 
 
Now let’s look at the clinical trial data. 
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As you can see, there’s a robust phase 3 program for NUCALA: Confirmatory Exacerbations 
and Oral Corticosteroid Reduction studies, a quality-of-life study, and multiple open label 
long-term studies. 
 
Today we’re going to look at three of these — MENSA, SIRIUS, and COSMOS — that focus 
on exacerbations and steroid reduction and safety, and, therefore, are very relevant to our 
patient, Sarah.  
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With MENSA, the question we are looking at is: can NUCALA reduce the amount of 
exacerbations in patients with severe eosinophilic asthma who had two or more 
exacerbations in the last year, despite high-dose traditional inhaled therapy and an 
eosinophil count equal to or greater than 150 cells/µL?   
 
Recall that our patient Sarah had a blood eosinophil count of 190 cells/µL and a historical 
count of 390 cells/µL one year ago.  
 
Patients in this study were randomized to receive the currently approved dose of NUCALA, 
100 mg subcutaneous, or mepolizumab 75 mg IV, or placebo. All therapies were added to 
the standard of care. 
 
So, let's look at the results.  
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As you can see, with NUCALA there was a 53% reduction in exacerbations as well as a 61% 
reduction in exacerbations requiring hospitalizations vs. placebo. A significant reduction for 
these patients with frequent exacerbations 
 
Next, the SIRIUS study looked at reduction in oral corticosteroids.  
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This was the same type of patient population with elevated eosinophils. But notice, there 
was no requirement for exacerbation history. They were on a high-dose maintenance 
traditional therapy along with oral corticosteroid to maintain control of their asthma. 
 
The nice thing about this study is that investigators went through an optimization period. 
Patients were brought down to the lowest possible level of oral corticosteroids to keep their 
asthma well controlled, to truly reflect the benefit of  
NUCALA in reducing their oral corticosteroid dose. 
 
Patients were then randomized to receive NUCALA or placebo as add-on therapy, then oral 
corticosteroids was reduced according to a reduction protocol and maintained at that dose. 
 
Again, potentially good news for our patients such as Sarah.  
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We see a powerful reduction in the OCS dose while maintaining asthma control.  
 
More specifically, in a sensitivity analysis to this endpoint, there was a 50% median 
reduction from baseline compared to a 0% reduction for placebo.  
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The most common adverse reactions with NUCALA with incidence of 3% or more and more 
common than placebo reported in the first 24 weeks of MENSA and SIRIUS are shown in 
this table and included: headache, injection site reaction, back pain, fatigue, influenza, 
urinary tract infection, upper abdominal pain, pruritus, eczema, and muscle spasms. 
 
In 3 clinical trials, 3% of subjects who received NUCALA experienced systemic (allergic and 
nonallergic) reactions, compared to 5% in the placebo group. Note that this includes 
patients experiencing systemic reactions, including injection site reactions. Other 
manifestations included rash, flushing, pruritus, headache, and myalgia, and a majority of 
these were experienced on the day of dosing. 
 
Let’s look at Use in Specific Populations.  
 

 
 
Pregnant women were excluded from the studies, and women of childbearing age were 
required to use effective birth control.  
 
Keep in mind that monoclonal antibodies do cross the placenta, particularly in the second 
and third trimester.  
 
If you have patients who become pregnant while taking NUCALA or after she stops taking 
NUCALA, please consider enrolling her into this mothertobaby.org website so that the third 
party administrating this observational study can gather safety information that may be 
useful to future patients receiving NUCALA. 
 

https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Nucala/pdf/NUCALA-PI-PIL-IFU-COMBINED.PDF
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Nucala/pdf/NUCALA-PI-PIL-IFU-COMBINED.PDF#nameddest=PIL
https://nucalahcp.com/severe-eosinophilic-asthma


         
 

12 
Please see Important Safety Information throughout this transcript. 
 
Please see full Prescribing Information and Patient Information for NUCALA in the related material section on 
the website, or visit NucalaHCP.com. 

 
 
Next, let’s look at COSMOS, an open-label, extension study to MENSA and SIRIUS about 
long-term safety. 
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The most common adverse events reported included nasopharyngitis, headache, and some 
sinus issues.  
 
Note that worsening asthma was among the reported serious adverse events. 
 
The study showed that the side effect profile in the long-term is similar to that seen in 
controlled studies. 
 
What about long-term durability of reduction in steroids?  
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If we look at the original study, SIRIUS and then COSMOS, this post hoc analysis showed 
sustained durability of the reduction in oral corticosteroids for an additional 52 weeks for 
patients previously on NUCALA. You can also see that those previously on placebo were 
then able to reduce their steroid dose once switched to NUCALA. 
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The availability of NUCALA Autoinjector for at-home administration gives us and our 
appropriate patients the choice of which route of administration is best for them.  
 
In the clinical study, almost all of the patients found the Autoinjector very or extremely easy 
to use and demonstrated successful administration. Of course, keep in mind the need for 
close follow up for those patients who use home injections — they have severe asthma after 
all.  
 
How many of our patients would love the option of fewer injection visits and at-home 
administration? Well, NUCALA Autoinjector may offer that. 
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So, in summary, good news for our appropriate patients. Now, we have long-term data and 
experience with NUCALA, a medication that works on the IL-5 eosinophil pathway, that 
offers protection against exacerbations and significantly reduces the use of chronic oral 
steroids. 
 
It allows patients improved exacerbation control, affords more flexibility in administration 
and hope for long-term efficacy and stability. 
 
Thank you. 
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