
BLA 761070/S-023 
SUPPLEMENT APPROVAL 

AstraZeneca AB 
c/o AstraZeneca Pharmaceuticals LP 
Attention: Anna Song, PhD 
Associate Regulatory Affairs Director 
One MedImmune Way 
Gaithersburg, MD 20878 

Dear Dr. Song: 

Please refer to your supplemental biologics license application (sBLA) received 
July 14, 2025, and your amendments, submitted under section 351(a) of the Public 
Health Service Act for Fasenra (benralizumab) injection. 

This Prior Approval sBLA provides for addition of the indication for the treatment of adult 
and pediatric patients aged 12 years and older with hypereosinophilic syndrome (HES) 
without an identifiable non-hematologic secondary cause. 

APPROVAL & LABELING 

We have completed our review of this application, as amended. It is approved, effective 
on the date of this letter, for use as recommended in the enclosed agreed-upon labeling 
with minor editorial revisions listed below and reflected in the enclosed labeling. 

In the “Patient Information”, the word “in” was added to the end of the heading for “The 
most common side effects of FASENRA”.  

CONTENT OF LABELING 

As soon as possible, but no later than 14 days from the date of this letter, submit, via 
the FDA automated drug registration and listing system (eLIST), the content of labeling 
[21 CFR 601.14(b)] in structured product labeling (SPL) format, as described at 
FDA.gov,1 that is identical to the enclosed labeling (text for the Prescribing Information, 
Patient Package Insert, and Instructions for Use) and include the labeling changes 
proposed in any pending “Changes Being Effected” (CBE) supplements.  

Information on submitting SPL files using eLIST may be found in the guidance for 
industry SPL Standard for Content of Labeling Technical Qs and As.2  

1 http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm 
2 We update guidances periodically. For the most recent version of a guidance, check the FDA Guidance 
Documents Database https://www.fda.gov/RegulatoryInformation/Guidances/default.htm. 
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The SPL will be accessible via publicly available labeling repositories. 

Also within 14 days, amend all pending supplemental applications that include labeling 
changes for this BLA, including pending “Changes Being Effected” (CBE) supplements, 
for which FDA has not yet issued an action letter, with the content of labeling [21 CFR 
601.12(f)] in Microsoft Word format that includes the changes approved in this 
supplemental application, as well as annual reportable changes. To facilitate review of 
your submission(s), provide a highlighted or marked-up copy that shows all changes, as 
well as a clean Microsoft Word version. The marked-up copy should provide appropriate 
annotations, including supplement number(s) and annual report date(s).  

REQUIRED PEDIATRIC ASSESSMENTS 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for 
new active ingredients (which includes new salts and new fixed combinations), new 
indications, new dosage forms, new dosing regimens, or new routes of administration 
are required to contain an assessment of the safety and effectiveness of the product for 
the claimed indication(s) in pediatric patients unless this requirement is waived, 
deferred, or inapplicable. 

Because this drug product for this indication has an orphan drug designation, you are 
exempt from this requirement. 

PROMOTIONAL MATERIALS 

You may request advisory comments on proposed introductory advertising and 
promotional labeling. For information about submitting promotional materials, see the 
final guidance for industry Providing Regulatory Submissions in Electronic and Non-
Electronic Format-Promotional Labeling and Advertising Materials for Human 
Prescription Drugs.3  

You must submit final promotional materials and Prescribing Information, accompanied 
by a Form FDA 2253, at the time of initial dissemination or publication [21 CFR 
601.12(f)(4)]. Form FDA 2253 is available at FDA.gov.4 Information and Instructions for 
completing the form can be found at FDA.gov.5  

REPORTING REQUIREMENTS 

We remind you that you must comply with reporting requirements for an approved BLA 
(in 21 CFR 600.80 and in 21 CFR 600.81). 

3 For the most recent version of a guidance, check the FDA guidance web page at 
https://www.fda.gov/media/128163/download. 
4 http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pdf 
5 http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pdf 
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Your product is a Part 3 combination product (21 CFR 3.2(e)); therefore, you must also 
comply with postmarketing safety reporting requirements for an approved combination 
product (21 CFR 4, Subpart B). Additional information on combination product 
postmarketing safety reporting is available at FDA.gov.

If you have any questions, contact Youngeun (Catherine) Kim, Regulatory Project 
Manager, at 301-796-8164 or youngeun.kim@fda.hhs.gov. 

Sincerely, 

{See appended electronic signature page} 

Tanya Wroblewski, MD 
Division Director 
Division of Nonmalignant Hematology 

Office of Cardiology, Hematology, 
Endocrinology, and Nephrology 

Office of New Drugs 
Center for Drug Evaluation and Research 

ENCLOSURES: 

• Content of Labeling
o Prescribing Information
o Patient Package Insert
o Instructions for Use
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FASENRA® (benralizumab) injection, for subcutaneous use

IMPORTANT SAFETY INFORMATION  

CONTRAINDICATIONS 

Known hypersensitivity to benralizumab or excipients. 

WARNINGS AND PRECAUTIONS 

Hypersensitivity Reactions 

Hypersensitivity reactions (eg, anaphylaxis, angioedema, urticaria, rash) have occurred after administration of 

FASENRA. These reactions generally occur within hours of administration, but in some instances have a 

delayed onset (ie, days). Discontinue in the event of a hypersensitivity reaction. 

Acute Asthma Symptoms or Deteriorating Disease 

FASENRA should not be used to treat acute asthma symptoms, acute exacerbations, or acute bronchospasm. 

Reduction of Corticosteroid Dosage 

Do not discontinue systemic or inhaled corticosteroids abruptly upon initiation of therapy with FASENRA. 

Reductions in corticosteroid dose, if appropriate, should be gradual and performed under the direct 

supervision of a physician. Reduction in corticosteroid dose may be associated with systemic withdrawal 

symptoms and/or unmask conditions previously suppressed by systemic corticosteroid therapy. 

Parasitic (Helminth) Infection 

It is unknown if FASENRA will influence a patient’s response against helminth infections. Treat patients with 

pre-existing helminth infections before initiating therapy with FASENRA. If patients become infected while 

receiving FASENRA and do not respond to anti-helminth treatment, discontinue FASENRA until infection 

resolves. 

ADVERSE REACTIONS  

The most common adverse reactions (incidence ≥ 5%): 

⦁ Asthma: headache, pharyngitis 

⦁ EGPA: headache 

⦁ HES: headache, hypersensitivity reactions, influenza-like illness 

Injection site reactions (eg, pain, erythema, pruritus, papule) occurred at a rate of 2.2% in patients treated with 

FASENRA compared with 1.9% in patients treated with placebo in asthma exacerbation studies. 

USE IN SPECIFIC POPULATIONS  

The data on pregnancy exposure from the clinical trials are insufficient to inform on drug-associated risk. 

Monoclonal antibodies such as benralizumab are transported across the placenta during the third trimester of 

pregnancy; therefore, potential effects on a fetus are likely to be greater during the third trimester of 

pregnancy.  

INDICATIONS 

FASENRA is indicated for: 

• the add-on maintenance treatment of patients with severe asthma aged 6 years and older and with an

eosinophilic phenotype. FASENRA is not indicated for the relief of acute bronchospasm or status

asthmaticus

• the treatment of adult patients with eosinophilic granulomatosis with polyangiitis (EGPA)

• the treatment of adult and adolescent patients aged 12 years and older with hypereosinophilic

syndrome (HES) without an identifiable non-hematologic secondary cause

Please read full Prescribing Information, including Patient Information.
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