
 
  

  

 
 

 
 

 

 

   
 

  
 

 
   

 
  

 

 

          
       

  
 

    
 

  
  

EUA 111 
EMERGENCY USE AUTHORIZATION-

REVISED FACT SHEETS 

Eli Lilly and Company 
Attention: Jennifer Riddle Camp 
Associate Director-Global Regulatory Affairs-North America 
Lilly Corporate Center Drop Code 2543 
Indianapolis, IN 46285 

Dear Ms. Riddle Camp: 

Please refer to your Emergency Use Authorization (EUA) for bebtelovimab for the 
treatment of mild-to-moderate coronavirus disease 2019 (COVID-19) in certain adults 
and pediatric patients who are at high-risk for progression to severe COVID-19, 
including hospitalization or death. 

We refer to your communication dated and submitted on September 9, 2022, proposing 
the following changes to the Fact Sheet for Health Care Providers (HCPs): 

• Revisions to subsection 12.4, Microbiology, based on new pseudotyped virus-like 
particle data, highlighting that bebtelovimab retains activity to Omicron subvariant 
BA.4 [+R346T] (BA.4.6) 

We have reviewed your submissions and agree with your proposed changes. 

The updated Fact Sheet for Health Care Providers is attached to this correspondence 
for your reference with September 16, 2022, as the new revised date. 

By submitting these amendments for review by the Food and Drug Administration 
(FDA), you have complied with the Conditions of Authorization stated in the February 
11, 2022, letter authorizing the emergency use of bebtelovimab for the treatment of 
mild-to-moderate coronavirus disease 2019 (COVID-19) in certain adults and pediatric 
patients who are at high-risk for progression to severe COVID-19, including 
hospitalization or death. 

Sincerely, 

--/S/--

Debra Birnkrant, MD 
Director 
Division of Antivirals  

Reference ID: 5046838 
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Office of Infectious Diseases 
Center for Drug Evaluation and Research 

ENCLOSURE(S): 
• EUA Fact Sheets 

o Fact Sheet for Health Care Providers 

U.S. Food and Drug Administration 
Silver Spring, MD 20993 
www.fda.gov 

Reference ID: 5046838 

http:www.fda.gov

	Granting Letter EUA 111 BEB virology updates 9.16.22.pdf
	bebtelovimab-eua 111 sept 16.pdf
	FACT SHEET FOR HEALTHCARE PROVIDERS: EMERGENCY USE AUTHORIZATION FOR BEBTELOVIMAB
	----------------------------RECENT MAJOR CHANGES--------------------------
	---------------------EMERGENCY USE AUTHORIZATION---------------------
	------------------------DOSAGE AND ADMINISTRATION-----------------------
	---------------------DOSAGE FORMS AND STRENGTHS----------------------
	Injection: 175 mg/2 mL (87.5 mg/mL) in a single-dose vial. (3)
	-------------------------------CONTRAINDICATIONS------------------------------
	------------------------WARNINGS AND PRECAUTIONS-----------------------
	-------------------------------ADVERSE REACTIONS------------------------------
	--------------------------------DRUG INTERACTIONS------------------------------
	TABLE OF CONTENTS*
	FULL FACT SHEET FOR HEALTHCARE PROVIDERS
	1  EMERGENCY USE AUTHORIZATION
	Justification for Emergency Use of Drugs During the COVID-19 Pandemic
	2  DOSAGE AND ADMINISTRATION
	2.1  Dosage
	The dosage in adults (18 years and older) and pediatric patients (≥12 years of age and weighing at least 40 kg) is bebtelovimab 175 mg.
	Administer bebtelovimab as soon as possible after positive results of direct SARS-CoV-2 viral testing and within 7 days of symptom onset.
	Bebtelovimab must be administered as a single intravenous injection over at least 30 seconds.
	2.2  Dosage Adjustment in Specific Populations
	No dosage adjustment is recommended in pregnant or lactating individuals, in geriatrics, in individuals with renal impairment, or in individuals with mild hepatic impairment [see Clinical Pharmacology (12.3)].
	2.3  Dose Preparation and Administration
	General Information
	 Bebtelovimab should be prepared by a qualified healthcare professional using aseptic technique.
	 Inspect bebtelovimab vial visually for particulate matter and discoloration. Bebtelovimab is clear to opalescent and colorless to slightly yellow to slightly brown solution. Discard the vial if the solution is cloudy, discolored or visible particles...
	 Bebtelovimab may only be administered in settings in which healthcare providers have immediate access to medications to treat a severe infusion reaction, such as anaphylaxis, and the ability to activate the emergency medical system (EMS), as necessary.
	 Clinically monitor patients for possible infusion-related reactions during administration and observe patients for at least 1 hour after injection is complete.
	Materials Needed for Administration
	 1 bebtelovimab vial (175 mg/2 mL)
	 1 disposable polypropylene dosing syringe capable of holding 2 mL
	 0.9% Sodium Chloride Injection for flushing
	 Optional: 1 syringe extension set made of polyethylene or polyvinylchloride with or without di-ethylhexylphthalate (DEHP)
	Preparation
	 Remove bebtelovimab vial from refrigerated storage and allow to equilibrate to room temperature for approximately 20 minutes before preparation. Do not expose to direct heat. Do not shake vial. Inspect the vial.
	 Withdraw 2 mL from the vial into the disposable syringe.
	 Discard any product remaining in the vial.
	 This product is preservative-free and therefore, should be administered immediately.
	o If immediate administration is not possible, store the syringe for up to 24 hours at refrigerated temperature (2 C to 8 C [36 F to 46 F]) and up to 7 hours at room temperature (20 C to 25 C [68 F to 77 F]). If refrigerated, allow the prepared syring...
	 If used, attach and prime the syringe extension set.
	 Administer the entire contents of the syringe via IV injection over at least 30 seconds.
	 After the entire contents of the syringe have been administered, flush the injection line with 0.9% Sodium Chloride to ensure delivery of the required dose.
	3 DOSAGE FORMS AND STRENGTHS
	Bebtelovimab is a sterile, preservative-free, clear to opalescent and colorless to slightly yellow to slightly brown solution available as:
	 Injection: 175 mg/2 mL (87.5 mg/mL) in a single-dose vial
	4  CONTRAINDICATIONS
	5  WARNINGS AND PRECAUTIONS
	There are limited clinical data available for bebtelovimab. Serious and unexpected adverse events may occur that have not been previously reported with bebtelovimab use.
	7  DRUG INTERACTIONS
	8  USE IN SPECIFIC POPULATIONS
	8.1  Pregnancy
	Severe hypersensitivity reactions and infusion-related reactions, have been observed with administration of bebtelovimab, including in pregnant patients [see Warnings and Precautions (5.1)]. There are risks to the mother and fetus associated with untr...
	There are insufficient data to evaluate a drug-associated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes. Bebtelovimab should only be used during pregnancy if the potential benefit outweighs the potential risk for the ...
	Nonclinical reproductive toxicity studies have not been performed with bebtelovimab. In tissue cross reactivity studies using human fetal tissues, no binding of clinical concern was detected for bebtelovimab. Human immunoglobulin G1 (IgG1) antibodies ...
	The estimated background risk of major birth defects and miscarriage for the indicated population is unknown. All pregnancies have a background risk of birth defect, loss, or other adverse outcomes. In the U.S. general population, the estimated backgr...
	COVID-19 in pregnancy is associated with adverse maternal and fetal outcomes, including preeclampsia, eclampsia, preterm birth, premature rupture of membranes, venous thromboembolic disease, and fetal death.
	8.2  Lactation
	8.4  Pediatric Use
	8.5  Geriatric Use
	10  OVERDOSAGE
	11  DESCRIPTION
	12  CLINICAL PHARMACOLOGY
	12.1  Mechanism of Action
	12.2 Pharmacodynamics
	12.3  Pharmacokinetics
	12.4  Microbiology
	16  HOW SUPPLIED/STORAGE AND HANDLING
	How Supplied
	Bebtelovimab injection is a sterile, preservative-free clear to opalescent and colorless to slightly yellow to slightly brown solution supplied in a single-dose vial.
	Storage and Handling
	Bebtelovimab is preservative-free. Discard unused portion.
	Store unopened vials in a refrigerator at 2 C to 8 C (36 F to 46 F) in the original carton to protect from light.
	DO NOT FREEZE, SHAKE, OR EXPOSE TO DIRECT LIGHT.
	17  PATIENT COUNSELING INFORMATION
	As a healthcare practitioner, you must communicate to the patient and/or caregiver information consistent with the “FACT SHEET FOR PATIENTS, PARENTS AND CAREGIVERS” and provide them with a copy of this Fact Sheet prior to administration of bebtelovima...
	Remind patients treated with bebtelovimab that they should continue to self-isolate and use infection control measures (e.g., wear mask, isolate, social distance, avoid sharing personal items, clean and disinfect “high touch” surfaces, and frequent ha...
	For additional information visit: www.LillyAntibody.com/bebtelovimab
	If you have questions, please contact: 1-855-LillyC19 (1-855-545-5921)
	18  MANUFACTURER INFORMATION
	Eli Lilly and Company, Indianapolis, IN 46285, USA
	Copyright © 2022, Eli Lilly and Company. All rights reserved.
	Literature revised September 16, 2022
	A0.01-BEB-0007-EUA HCP-20220916





