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BEBTELOVIMAB
• Bebtelovimab retains full neutralizing activity against Omicron and other known variants   
   including BA.2.
• Clinical information regarding Bebtelovimab is available in this guide.
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Monoclonal antibodies (mAb) are laboratory-made proteins that mimic the immune system’s ability 
to fight o� harmful pathogens such as viruses. The U.S. Food and Drug Administration (FDA) issued an 
Emergency Use Authorization (EUA) for mAbs that are specifically directed against the spike 
protein of SARS-COVID-19, designed to block the virus’ attachment and entry into human cells.

The Ohio Department of Health (ODH) is the point of contact for all pharmacies seeking distribution 
of mAb therapies in the State of Ohio. The Ohio Department of Aging (ODA) is assisting ODH to 
connect long-term care (LTC) pharmacies serving congregate care settings, such as nursing homes 
and assisted living facilities, with the mAb products they need for their residents.  

This booklet was developed as a supplemental resource for long-term care facilities, so they may 
connect older Ohioans in need with available mAb therapies. These therapies are medical 
treatments ordered and administered by licensed healthcare providers. While booklet contents 
have undergone clinical review at ODA and ODH,  healthcare providers should always use their 
professional discretion for each patient and their unique scenario.

The FDA on January 24, 2022, rescinded EUAs for mAb drugs bamlanivimab/etesevimab developed 
by Lilly®, and casirivimab/imdevimab (REGEN-COV) developed by Regeneron® because neither drug 
has been shown to be e�ective against the Omicron variant.

Update [4/5/2022] Sotrovimab is no longer authorized to treat COVID-19 in any U.S. region due 
to increases in the proportion of COVID-19 cases caused by the Omicron BA.2 sub-variant.

The mAb treatment option currently approved for EUA by the FDA is Bebtelovimab developed by Lilly® 
(FDA granted February 2022). 

MONOCLONAL ANTIBODIES FOR THE TREATMENT OF COVID-19
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The current version of this playbook has been modified to reflect recent changes in FDA Guidance. 

Note: This document will be revised and updated as 
products and therapy options expand and evolve.



CLINICAL OBSERVATIONS USING mAb TREATMENT FOR COVID-19 

TODD L. SOBOL, MD, CMD 
MEDICAL DIRECTOR
REGIONAL RAPID RESPONSE ASSISTANCE PROGRAM
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It was early February 2020 when I first heard of an illness that was ravaging the frail residents at a nursing facility 
in Kirkland, Washington.

After listening to a colleague who was familiar with the facility’s situation, I realized both the fear and frustration 
in his voice.  He described an invisible illness that was spreading rapidly among residents and sta�.  The 
outbreak was somehow causing an aggressive grave illness resulting in multiple deaths.  How do you treat what 
you do not understand?

It soon became clear that this illness was coming our way.  But how do you prepare for a surge of illness of 
unknown magnitude and poorly defined characteristics?

The usual and customary determinants of best practice did not exist. Well documented case presentations and 
time-consuming peer reviewed studies did not exist. Communication with colleagues on a local, state, national, 
and international level through frequent emails, calls, and meetings via WebEx, Zoom, and Teams seemed to be 
the way to share in the development and understanding of the disease process.  The hope was to quickly 
develop a treatment protocol with some degree of successful outcomes.

As the surge came closer and closer, the same sense of fear and frustration began to seize those tasked with 
caring for frail residents.  Walls could not be built high enough to keep out the storm surge that was on the 
horizon. With little e�ective treatment, we did our best to manage symptoms as illness and deaths mounted.

Hope of an e�ective early treatment began to emerge as mAb treatment results began to enter the discussion. 
Personally, I had limited experience with mAb treatments other than in treating select autoimmune diseases and 
cancers. These were generally prescribed by specialists including rheumatologists or oncologists. The thought 
of lab scientists building artificial antibodies that could help the body fight COVID-19 seemed like an idealistic 
goal: design a drug that works fast to prevent worsening of symptoms in the highest risk patients.

Communication with colleagues was again the key to gaining an understanding. Since trials of Eli Lilly’s 
Regeneron were being conducted in nearby Indiana nursing facilities, I was able to talk with colleagues who 
observed the impressive initial results firsthand.  There was reason for optimism that mAb treatment could be a 
significant weapon in our battle to fight the e�ects of COVID-19.

In early November 2020 the FDA issued an EUA for use of Bamlanivimab for the treatment of mild-to-moderate 
COVID-19.  We now had an e�ective treatment option for those at high risk for progressing to severe COVID-19 
infection and requiring hospitalization.  There were hurdles to overcome in providing this form of IV treatment 
to patients in long-term care, assisted living, and congregate care settings.  The priorities included: education of 
providers and facilities, early detection of eligible patients, identifying sources to obtain the preparation, 
developing protocols for IV administration, and monitoring outcomes.
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Throughout the pandemic, providers have been challenged to sort through a confusing barrage of reports of the 
next breakthrough in treatment.  Many were becoming fatigued after trying the latest of multiple treatment protocols 
with theoretical value without significant proven results.  How is it possible to provide IV infusions to patients at the 
bedside within quarantined and already stressed facilities with low sta� availability?  

To overcome this understandable resistance, pilot programs were established at multiple centers.  Among the larger 
pilots, Ohio was fortunate to have two pilot programs performed through Coram® CVS Specialty® Infusion Services 
in the Cleveland region and The Ohio State University pilot in the Columbus area. Encouraging providers and 
facilities to identify COVID-19 positive patients early and enroll them into the studies was challenging.  However, 
those who participated quickly noted the ease of navigating the process, lack of potential side e�ects, and most 
importantly, improvement in patient outcomes.  Providing additional assistance with the infusion process was a key 
component. 

By mid-December, the U.S. Department of Health and Human Services (HHS) implemented a new federal allocation 
program called the Special Projects for Equitable and E�cient Distribution (SPEED). The goal of SPEED was to assist 
states and territories with identifying and allocating mAbs to non-hospital facilities that serve priority populations, 
including nursing homes and federally qualified health centers (FQHCs). This program was an addition to the 
state-based mAb allocation system.

The rapid emergence of the Omicron (B.1.1.529) variant of COVID-19 in December 2021 necessitated a 
shift in treatment strategy.

New variants of the virus are expected to occur.  As new variants occur, some treatments will remain e�ective while 
others may be less e�ective. Taking measures to reduce the spread of infection, including getting a COVID-19 
vaccine, is the best way to slow the emergence of new variants.

mAb drugs developed by Lilly® and Regeneron to fight COVID-19 have had their EUA withdrawn by the FDA because 
they have been shown to be ine�ective against the Omicron variant. 

As of April 5 2022, Sotrovimab is no longer authorized to treat COVID-19 in any U.S. region due to increases in the 
proportion of COVID-19 cases caused by the Omicron BA.2 sub-variant. This playbook has been updated to reflect 
the change.

Studies have now been published that confirm what we have been noting at the bedside. mAb treatment 
accelerates the natural decline in viral load leading to significant reduction in patient COVID-19 related morbidity, 
need for hospitalization, and mortality. This information, combined with a low occurrence of side e�ects, has been 
driving increased utilization of this treatment option.  

Todd L. Sobol, MD, CMD 
Medical Director
Regional Rapid Response Assistance Program

Continued on page 3



CLINICAL OBSERVATIONS USING mAb TREATMENT FOR COVID-19 (cont.)
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It was early February 2020 when I first heard of an illness that was ravaging the frail residents at a nursing facility 
in Kirkland, Washington.

After listening to a colleague who was familiar with the facility’s situation, I realized both the fear and frustration 
in his voice.  He described an invisible illness that was spreading rapidly among residents and sta�.  The 
outbreak was somehow causing an aggressive grave illness resulting in multiple deaths.  How do you treat what 
you do not understand?

It soon became clear that this illness was coming our way.  But how do you prepare for a surge of illness of 
unknown magnitude and poorly defined characteristics?

The usual and customary determinants of best practice did not exist. Well documented case presentations and 
time-consuming peer reviewed studies did not exist. Communication with colleagues on a local, state, national, 
and international level through frequent emails, calls, and meetings via WebEx, Zoom, and Teams seemed to be 
the way to share in the development and understanding of the disease process.  The hope was to quickly 
develop a treatment protocol with some degree of successful outcomes.

As the surge came closer and closer, the same sense of fear and frustration began to seize those tasked with 
caring for frail residents.  Walls could not be built high enough to keep out the storm surge that was on the 
horizon. With little e�ective treatment, we did our best to manage symptoms as illness and deaths mounted.

Hope of an e�ective early treatment began to emerge as mAb treatment results began to enter the discussion. 
Personally, I had limited experience with mAb treatments other than in treating select autoimmune diseases and 
cancers. These were generally prescribed by specialists including rheumatologists or oncologists. The thought 
of lab scientists building artificial antibodies that could help the body fight COVID-19 seemed like an idealistic 
goal: design a drug that works fast to prevent worsening of symptoms in the highest risk patients.

Communication with colleagues was again the key to gaining an understanding. Since trials of Eli Lilly’s 
Regeneron were being conducted in nearby Indiana nursing facilities, I was able to talk with colleagues who 
observed the impressive initial results firsthand.  There was reason for optimism that mAb treatment could be a 
significant weapon in our battle to fight the e�ects of COVID-19.

In early November 2020 the FDA issued an EUA for use of Bamlanivimab for the treatment of mild-to-moderate 
COVID-19.  We now had an e�ective treatment option for those at high risk for progressing to severe COVID-19 
infection and requiring hospitalization.  There were hurdles to overcome in providing this form of IV treatment 
to patients in long-term care, assisted living, and congregate care settings.  The priorities included: education of 
providers and facilities, early detection of eligible patients, identifying sources to obtain the preparation, 
developing protocols for IV administration, and monitoring outcomes.
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Throughout the pandemic, providers have been challenged to sort through a confusing barrage of reports of the 
next breakthrough in treatment.  Many were becoming fatigued after trying the latest of multiple treatment protocols 
with theoretical value without significant proven results.  How is it possible to provide IV infusions to patients at the 
bedside within quarantined and already stressed facilities with low sta� availability?  

To overcome this understandable resistance, pilot programs were established at multiple centers.  Among the larger 
pilots, Ohio was fortunate to have two pilot programs performed through Coram® CVS Specialty® Infusion Services 
in the Cleveland region and The Ohio State University pilot in the Columbus area. Encouraging providers and 
facilities to identify COVID-19 positive patients early and enroll them into the studies was challenging.  However, 
those who participated quickly noted the ease of navigating the process, lack of potential side e�ects, and most 
importantly, improvement in patient outcomes.  Providing additional assistance with the infusion process was a key 
component. 

By mid-December, the U.S. Department of Health and Human Services (HHS) implemented a new federal allocation 
program called the Special Projects for Equitable and E�cient Distribution (SPEED). The goal of SPEED was to assist 
states and territories with identifying and allocating mAbs to non-hospital facilities that serve priority populations, 
including nursing homes and federally qualified health centers (FQHCs). This program was an addition to the 
state-based mAb allocation system.

The rapid emergence of the Omicron (B.1.1.529) variant of COVID-19 in December 2021 necessitated a 
shift in treatment strategy.

New variants of the virus are expected to occur.  As new variants occur, some treatments will remain e�ective while 
others may be less e�ective. Taking measures to reduce the spread of infection, including getting a COVID-19 
vaccine, is the best way to slow the emergence of new variants.

mAb drugs developed by Lilly® and Regeneron to fight COVID-19 have had their EUA withdrawn by the FDA because 
they have been shown to be ine�ective against the Omicron variant. 

As of April 5 2022, Sotrovimab is no longer authorized to treat COVID-19 in any U.S. region due to increases in the 
proportion of COVID-19 cases caused by the Omicron BA.2 sub-variant. This playbook has been updated to reflect 
the change.

Studies have now been published that confirm what we have been noting at the bedside. mAb treatment 
accelerates the natural decline in viral load leading to significant reduction in patient COVID-19 related morbidity, 
need for hospitalization, and mortality. This information, combined with a low occurrence of side e�ects, has been 
driving increased utilization of this treatment option.  

Todd L. Sobol, MD, CMD 
Medical Director
Regional Rapid Response Assistance Program



 

 

 

 

 

POST-EXPOSURE PROPHYLAXIS  TREATMENT FOR HIGH RISK INDIVIDUALS*
(Symptoms onset < 10 days) 

 

 

 

mAb treatment is authorized in adults for 
post-exposure prophylaxis of COVID-19 in 
individuals who are at high risk* for progression to 
severe COVID-19, including hospitalization or 
death, and are: 

*ANY of the following conditions or medical 
factors may place adults at higher risk for 
progression to severe COVID 19 disease:

        Older age (> 65 years of age) 

        Obesity or overweight (BMI > 25 ) 

        Pregnancy 

        Diabetes mellitus

        Chronic kidney disease

        Immunosuppressive treatment or disease 

        Cardiovascular disease or hypertension  

        Chronic lung disease 

        Sickle cell disease 

        Neurodevelopmental disorders  

        Having a medical-related technological   
       dependence (tracheostomy, gastrostomy, or        

  positive pressure ventilation (not related to      
      COVID-19))

NOT fully vaccinated or who are not expected to mount 
an adequate immune response to complete COVID-19 
vaccination (for example, individuals with 
immunocompromising conditions including those 
taking immunosuppressive medications) AND

**The CDC defines close contact as someone who 
has been within six feet of an infected person (laboratory- 
confirmed or a clinically compatible illness) for a 
cumulative total of 15 minutes or more over a 24-hour 
period. 

           Have been exposed to an individual infected with 
SARS-COVID-19 consistent with close contact 
criteria per Centers for Disease Control and 
Prevention (CDC)**, OR 

        Who are at high risk of exposure to an individual 
infected with COVID-19 because of occurrence of 
COVID-19 infection in other individuals in the same 
institutional setting (for example, nursing homes, 
prisons)

 U t i l i z i n g  M o n o c l o n a l  A n t i b o d y  Tr e a t m e n t  f o r  C OV I D - 1 9

  Individuals who are hospitalized due to COVID-19 OR 

 Individuals who are requiring oxygen due to COVID-19 OR

 Individuals who require an increase in baseline oxygen flow rate due to COVID-19 in those on chronic oxygen 
therapy due to underlying non-COVID-19 related co-morbidity.  

 May be associated with worse clinical outcomes when administered to  hospitalized patients with COVID-19 
requiring high flow oxygen or mechanical ventilation.

CONTRAINDICATIONS TO mAb INFUSION TREATMENT 
Not authorized for use in the following patients: 
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INDICATIONS



 

 

 

  

   Long-term care facilities report utilization through the National Healthcare Safety Network (NHSN), and 
instructions are available from the CDC.  https://www.cdc.gov/nhsn/ltc/covid19/index.html
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 Get order for treatment from the resident’s primary 
care provider (PCP) or  the medical   director of the 
facility. 

 Use your pharmacy's order form or the sample 
included with this booklet.

 mAb is not a substitute for COVID-19 vaccination. 

NOTE: COVID-19 vaccination (primary series and/or 
boosters) must be delayed for three months after 
administration of mAb.  

ORDERING

IMPLEMENTATION

STEP 1

  

 Understand that healthcare providers can only 
administer mAbs in settings with:

 - immediate access to medications to treat a      
  severe infusion reaction, such as anaphylaxis; 

 - the ability to activate the emergency medical    
        system (EMS) as needed.

 Create a process for patient screening. 
 

 Develop a process to gain patient consent for 
treatment as indicated by local and state 
requirements. 

PREPARING STEP 2

 Review the appropriate isolation and infection 
control procedures.

 Ensure your contracted pharmacy can access 
the mAb product of choice.

 Establish a process for reimbursement of 
administration costs.

  

  

 Give patients an o�cial fact sheet with information 
about the specific treatment given.

 Prepare for the administration process. 
 Refer to the pharmacy’s policy and procedure 

manual for infusion and subcutaneous injection 
protocols. 

ADMINISTERING STEP 3

REPORTING STEP 4

 Monitor patients for one hour post-administration 
for potential side  e�ects.

 Report side e�ects to FDA MedWatch at 
www.fda.gov/medwatch or call 1-800-FDA-1088 
or 1-844-734-6643.



 

 

 

  

 

 Obtain order for mAb. 

 Obtain order for the following PRN medications or confirm presence in facility starter kit: 
 • Epinephrine, Methylprednisolone Inj, Albuterol   Neb or MDI, Diphenhydramine PO/Inj, Famotidine Inj.  

 Review FDA fact sheet with resident/POA. 

 Verify that resident/POA understands that this medication is not approved to treat COVID-19 infection,   
  but is being used under Emergency Use Authorization (EUA). 

 Review infusion orders - see below.
 

Bebtelovimab (LY-CoV 1404) 

 Bebtelovimab is given as a single 175mg (2mL) intravenous injection administered 
over at least 30 seconds, followed by a normal saline flush.

  Adverse reactions: nausea 0.8%, vomiting 0.7%, rash 0.8%, itching 0.3%.

 Infusion-related reaction symptoms include: fever, chills, nausea, headache, 
 bronchospasm, hypotension, angioedema, throat irritation, rash, myalgia, dizziness.

 If nurse observes signs/symptoms of infusion-related reaction, STOP infusion and 
provide 50mg diphenhydramine, Albuterol neb treatment, and 125mg Medrol IVP 
one time.  

  

INFUSION ORDERS
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NURSING CONSIDERATIONS

 ADMINISTERING



 

 

 

  

 

 PPE equipment: N95 mask, face shield/eyewear, gloves, gown

 Monitoring equipment, (dedicated for 2-hour duration): thermometer, BP cu�,    
 stethoscope, pulse oximeter

 Bleach disinfectant wipes for bedside table or prep area

 Disposable paper or plastic surface barrier 

 Gloves

 Hand sanitizer

 IV pole

 IV infusion pump, not mandatory, can use Dial-A-Flow.  
 Watch Video: https://youtu.be/Jb6Fjw1n8Lc

 Crash cart, equipment is checked and in working order

 Sharps disposal container

 Alcohol wipes for cleaning catheter port/hub and skin injection sites

 Surgical tape

 Transparent film dressing, (i.e.Tegaderm)

 Skin disinfectant wipes

 Tourniquet      

 Gauze 4X4’s

 Band-Aids

 Saline (IV push injection)

  
CONSIDERATION FOR ADMINISTERINGEQUIPMENT
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NURSING CONSIDERATIONS



INFUSION 
mAb COVID-19TREATMENT

  

RESO
U

RC
ES
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Pharmacy: Pharmacy Fax: Date of positive test result: 

DOB:

Patient:

Prescriber:

Facility:

Height: Weight: Date:

Prescriber Phone #:

IV Access: Unit/Bed #:

Date of symptom onset and disease manifestation: 

Prescriber 
Acknowledgement: 

 I understand this drug is not 
authorized for use in hospitalized 
coronavirus disease 2019 
(COVID-19) patients, patients 
requiring oxygen therapy due to 
COVID-19, patients who require 
an increase in baseline oxygen 
flow rate due to COVID-19 and 
the patient or his/her guardian 
have provided their informed 
consent for the administration 

       of Sotrovimab. 

 I understand Sotrovimab should 
only be used for the treatment of 
mild to moderate COVID-19 in 
adults and pediatric patients with 
positive results of direct SARS- 
CoV-2 viral testing who are 12 
years of age and older weighing 
at least 40 kg, and who are at 
high risk for progressing to 
severe COVID-19 and/or hospi-
talization, and when the known 
and potential benefits to patients 
outweight the known and 
potential risks of such product. 

Inclusion Criteria (Must meet ALL 3 criteria):

  Mild to moderate symptomatic COVID-19 (1 or more of the following: Fever (99.0 or greater), 
new cough, sore throat, malaise, headaches, muscle pain/aches, gastrointestinal symptoms, 
shortness of breath with exertion, loss of smell and taste)

  Within 10 days of symptom onset, preferably in the first 3 days

  Positive direct test for COVID-19 (either A or B)
 A If no outbreak present in the building, PCR positive 
 B. If outbreak is present in the building, PCR or antigen positive

High Risk Criteria for Adults (Must have 1 of the following):

  Has body mass index (BMI) ≥ 25 
  Pregnancy
  Has chronic kidney disease 
  Has diabetes 
  Has immunosuppressive disease 
  Is currently receiving immunosuppressive treatment 
  Is  ≥ 65 years of age 
  Cardiovascular disease (including congenital heart disease) or hypertension 
  Chronic lung diseases (for example, COPD, moderate to severe asthma, interstitial lung 

disease, cystic fibrosis, and pulmonary hypertension) 
  Sickle cell disease 
  Neurodevelopmental disorders (for example, cerebral palsy) or other conditions that confer 

medical complexity (for example, genetic or metabolic syndromes and severe congenital 
anomalies) 

  Having a medical-related technological dependence (for example, tracheostomy, gastrostomy, or 
positive pressure ventilation not related to COVID-19) 

Exclusion Criteria (May NOT have any of the following):

  Patient is hospitalized or meets hospitalization criteria (RR ≥ 30, HR ≥ 130, SBP < 90 despite 
fluid resuscitation) 

  Patient requires oxygen due to COVID-19 (Pulse ox ≤ 93% on room air) 
  If on chronic oxygen, patient requires an increase in oxygen therapy due to COVID-19 
  Patient is on hospice, or hospice eligible, had a palliative care/hospice consult within the prior 

6 months, or has a life expectancy less than 6 months (clinician judgement or MOS J1400), 
inclusions of these residents can be decided on a case by case basis 

INFUSION ORDERS

SIGNATURES  - Valid only if signed by prescriber and faxed 

  Bebtelovimab is given as a single 175mg (2ml) intravenous injection administered over at least 30 seconds, followed by a normal 
saline flush.

Signature: Date:

BEBTELOVIMAB 
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SAMPLE

Prescriber Order | Example 



AUTHORIZATION
The U.S. Food and Drug Administration (FDA) has issued an Emergency 
Use Authorization (EUA) for the emergency use of bebtelovimab for the 
treatment of mild-to-moderate coronavirus disease 2019 (COVID-19) in 
adults and pediatric patients (12 years of age and older weighing at 
least 40 kg):
• with positive results of direct COVID-19 viral testing, and
• who are at high risk for progression to severe COVID-19, including 

hospitalization or death, and
• for whom alternative COVID-19 treatment options approved or 

authorized by FDA are not accessible or clinically appropriate. (14.4)

LIMITATIONS OF AUTHORIZED USE
 Bebtelovimab is not authorized for treatment of mild-to-moderate 

COVID-19 in geographic regions where infection is likely to have 
been caused by a non-susceptible COVID-19 variant based on 
available information including variant susceptibility to this drug and 
regional variant frequency.
• FDA will monitor conditions to determine whether use in a 

geographic region is consistent with this scope of authorization, 
referring to available information, including information on 
variant susceptibility, and CDC regional variant frequency data 
available at: 
https://covid.cdc.gov/covid-data-tracker/#variant-proportions. 
(12.4)

• FDA’s determination and any updates will be available at: 
https://www.fda.gov/emergency-preparedness-and- 
response/mcm-legal-regulatory-and-policy-framework/emergenc
y- use-authorization#coviddrugs

 Bebtelovimab is not authorized for use in patients who:
• are hospitalized due to COVID-19, OR
• require oxygen therapy and/or respiratory support due to COVID- 

19, OR
• require an increase in baseline oxygen flow rate and/or 

respiratory support due to COVID-19 and are on chronic oxygen 
therapy and/or respiratory support due to underlying non-COVID- 
19 related comorbidity.

Bebtelovimab is not approved for any use, including for use as 
treatment of COVID-19. (1)

Bebtelovimab is authorized only for the duration of the declaration that 
circumstances exist justifying the authorization of the emergency use 
of bebtelovimab under section 564(b)(1) of the Act, 21 U.S.C.

§ 360bbb-3(b)(1), unless the authorization is terminated or revoked 
sooner.

See Full Fact Sheet for Healthcare Providers for the justification for 
emergency use of drugs during the COVID-19 pandemic, information on 
available alternatives, and additional information on COVID-19.

DOSAGE AND ADMINISTRATION
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 
administered as a single intravenous injection over at least 30 
seconds. Administer bebtelovimab as soon as possible after positive 
results of direct COVID-19 viral testing and within 7 days of symptom 
onset. (2.1)

DOSAGE FORMS AND STRENGTHS
TInjection: 175 mg/2 mL (87.5 mg/mL) in a single-dose vial. (3)

CONTRAINDICATIONS
No contraindications have been identified based on the limited 
available data for the emergency use of bebtelovimab authorized 
under this EUA. (4)

WARNINGS AND PRECAUTIONS
 Hypersensitivity Including Anaphylaxis and Infusion-Related 

Reactions: Serious hypersensitivity reactions, including anaphylaxis, 
have been observed with administration of other COVID-19 
monoclonal antibodies and could occur with administration of 
bebtelovimab. If clinically significant hypersensitivity reactions 
occur, discontinue and initiate appropriate supportive care. 
Infusion-related reactions may occur up to 24 hours post injection. 
These reactions may be severe or life threatening. (5.1)

 Clinical Worsening After COVID-19 Monoclonal Antibody 
Administration: Clinical worsening of COVID-19 after administration 
of COVID-19 monoclonal antibody treatment has been reported and 
may include signs or symptoms of fever, hypoxia or increased 
respiratory di�culty, arrhythmia (e.g., atrial fibrillation, sinus 
tachycardia, bradycardia), fatigue, and altered mental status. Some 
of these events required hospitalization. It is not known if these 
events were related to COVID-19 monoclonal antibody use or were 
due to progression of COVID-19. (5.2)

 Limitations of Benefit and Potential for Risk in Patients with Severe 
COVID-19: Treatment with bebtelovimab has not been studied in 
patients hospitalized due to COVID-19. Monoclonal antibodies, such 
as bebtelovimab, may be associated with worse clinical outcomes 
when administered to hospitalized patients with COVID-19 requiring 
high flow oxygen or mechanical ventilation. (5.3)

CONTRAINDICATIONS
Most common adverse reactions are infusion-related reactions (0.3%), 
pruritus (0.3%), and rash (0.8%). (6.1)

You or your designee must report all SERIOUS ADVERSE EVENTS or 
MEDICATION ERRORS potentially related to bebtelovimab (1) by 
submitting FDA Form 3500 online, (2) by downloading this form and 
then submitting by mail or fax, or (3) contacting the FDA at 
1-800-FDA-1088 to request this form.
Please also provide a copy of this form to Eli Lilly and Company, 
Global Patient Safety: Fax: 1-317-277-0853; E-mail: 
mailindata_gsmtindy@lilly.com; or call 1 855-LillyC19 (1-855-545-
5921) to report adverse events. (6.4).

DRUG INTERACTIONS
Bebtelovimab is not renally excreted or metabolized by cytochrome 
P450 enzymes; therefore, interactions with concomitant medications 
that are renally excreted or that are substrates, inducers, or inhibitors 
of cytochrome P450 enzymes are unlikely. (7)

   

 Emergency Use Authorization 
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BEBTELOVIMAB 

FULL FACT SHEET: 
https://pi.lilly.com/eua/bebtelovimab-eua-factsheet-hcp.pdf
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To ensure immediate access during the COVID-19 Public Health Emergency, Medicare covers and pays for these 
infusions in accordance with Section 3713 of the Coronavirus Aid, Relief, and Economic Security Act (CARES Act). 
CMS will address potential refinements to payment for administering mAb products to treat COVID-19 through 
future notice-and-comment rule-making.

This treatment can be captured under IV Medications in Section O on the MDS, which could increase the Nursing 
CMG for PDPM based skilled residents. This could also increase the CMI for a Medicaid resident, assuming the 
resident doesn’t already have a higher CMG or CMI.

PAYMENT FOR INFUSION
On May 6, 2021, CMS updated the Medicare payment rates for the administration of COVID-19 mAb products. 
E�ective for services furnished on or after May 6, 2021, the new Medicare payment rate for administering COVID-19 
mAb products, authorized or approved by the FDA, is approximately $450. This rate applies to all providers and 
suppliers not paid reasonable cost for furnishing these products. The new rate reflects updated information about 
the costs involved in administering mAb products for di�erent types of providers and suppliers, and the additional 
resources necessary to ensure providers administer the products safely and appropriately to COVID-19 positive 
patients. CMS geographically adjusts the rate based on where you furnish the service.

Medicare also pays for treatment to address major complications:
•  As needed and appropriate
•  Consistent with existing payment methodologies for the care setting where you provide the treatment

For COVID-19 mAb products administered before May 6, 2021, the Medicare payment rate is approximately $310.
Medicare will establish codes and rates for administering new products as the FDA approves or authorizes each 
product.
Get the most current list of billing codes, payment allowances, and e�ective dates for currently authorized mAb 
products.

PAYMENT FOR PRODUCT
In response to the COVID-19 PHE, the government is initially purchasing the mAb products to treat COVID-19 and 
making them available for free. Medicare won’t pay for the mAb products to treat COVID-19 that providers get for 
free. If providers begin to purchase mAb products, CMS anticipates setting the payment rate the same way we set 
the payment rate for COVID-19 vaccines. For example, Medicare will pay 95% of AWP for COVID-19 vaccines 
provided in the physician o�ce setting, and pay hospital outpatient departments at reasonable cost for COVID-19 
vaccines. Because CMS considers mAb products to treat COVID-19 to be COVID-19 vaccines, they aren’t eligible for 
the New COVID-19 Treatments Add-on Payment (NCTAP) under the Inpatient Prospective Payment System (IPPS).

When providers begin to purchase these products, we’ll publish a list of payment allowances and e�ective dates 
for the products.

There is No Cost for Your Patients
There’s no cost sharing for people with Medicare for these mAb products to treat COVID-19:
•  No copayment/coinsurance
•  No deductible

SOURCE: CMS.GOV
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CODING FOR MONOCLONAL ANTIBODY PRODUCTS TO TREAT COVID-19
CMS identified specific code(s) for each mAb product to treat COVID-19 and specific administration code(s) for Medicare payment: 

PRODUCT EUA EFFECTIVE AND 
REVOCATION DATE SPECIFIC CODE ADMINISTRATION CODE

BILLING FOR ADMINISTERING mAb PRODUCTS TO TREAT COVID-19

Healthcare providers can bill on a single claim for administering mAb products to treat COVID-19, or submit claims on a 
roster bill.

• The EUAs for mAb products to treat COVID-19 contain specific requirements for administration that are considerably 
more complex than for other services that use roster billing. CMS expects healthcare providers to maintain appropriate 
medical documentation that supports the medical necessity of the service, including:
-  Documentation that supports that the provider met the terms of the EUAs
-  The name of the provider who ordered or decided to administer the infusion, even in cases where providers use 

roster billing to submit claims for these services

• When the government provides mAb products to treat COVID-19 for free, providers should only bill for the 
administration. Don’t include the mAb product codes on the claim.

• To ensure access during the PHE, Medicare covers and pays for COVID-19 monoclonal antibodies under the COVID-19 
vaccine benefit. 

• If you’re enrolled as a mass immunizer, you may be able to bill Medicare for administering monoclonal antibodies, 
consistent with the product’s EUA and in accordance with state law and scope of practice. 

• Mass immunizers may bill using a roster bill or a traditional claim form, such as a CMS-1500 (PDF) or the 837P 
electronic format. CMS systems will accept roster bills for 1 or more patients that get the same type of shot (or in the 
case of monoclonal antibodies, same type of infusion) on the same date of service. 

• For patients enrolled in a Medicare Advantage Plan in 2020 and 2021, submit claims for mAb products to treat 
COVID-19 to Original Medicare through your Medicare Administrative Contractor (MAC). Use your patients’ Medicare 
Beneficiary Identifiers (MBI) to bill Original Medicare.

-   Ask your Medicare Advantage patients for their Original Medicare card. All Medicare patients have a red, white, and 
blue Medicare card with an MBI, including those enrolled in a Medicare Advantage Plan.

-   If your patients don’t have their Original Medicare card or don’t know their MBI, use the MBI look-up tool in your 
MAC’s secure portal (PDF). You’ll need your patients’ first names, last names, dates of birth, and SSNs. You can use 
the MAC’s secure portal to look up the MBI for your Medicare patients even if they’re enrolled in a Medicare 
Advantage Plan.

-   For Part A claims, include Condition Code (CC) 78.

SOURCE: CMS.GOV
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Patient Name_______________________________________________  Date of birth_____________ 

I hereby authorize _______________________________________ through its physicians, pharmacists, 
clinical sta�, employees and any others who may be selected, to prescribe and administer a medication, 
also known as a mAb treatment, for the treatment of mild to moderate coronavirus disease 2019 
(COVID-19).  I understand COVID-19 is the coronavirus that causes COVID-19 disease and that there is 
currently no proven treatment for this potentially serious condition. 

It has been explained to me that Monoclonal Antibody Infusion treatment has not been approved but has 
been authorized for emergency use by the United States Food and Drug Administration (FDA) to treat mild 
to moderate COVID-19.  

1. I understand the FDA has issued an Emergency Use Authorization (EUA) (copy included) to allow limited 
use of these medications for individuals 12 years or older, weighing at least 40kg (88lbs), with positive 
results of direct SARS-CoV02 viral testing and who may be at high risk for progressing to severe 
COVID-19 and/or hospitalization.

2. I have been told and understand that I meet the criteria to receive mAb treatment.

3. I have been told and understand that at this time the mAb treatment will be administered as a single IV 
infusion within 7-10 days of symptom onset and additional doses may or may not be necessary.

4. The nature, purpose, and material risks and anticipated benefits of this treatment have been discussed 
with me.  I understand that at this time there are no adequate, approved, or available alternative 
treatments.  I understand there are limited clinical data available for drugs used as mAb treatment.  I 
understand not all risks and benefits of these investigational drugs are known at this time and the serious 
and unexpected adverse events may occur that have not been previously known or reported.

5. I understand there is limited information about the safety and e�ectiveness of mAb treatment for 
management of COVID-19.  I understand possible side e�ects include but are not limited to serious 
hypersensitivity reaction, including anaphylaxis, di�culty breathing, infusion related reaction such as 
fever, face or throat, angioedema, throat irritation, rash including hives, itching, sweating, muscle aches, 
dizziness, and shivering.  Additional side e�ects include but are not limited to pain, bleeding, bruising of 
the skin, soreness, swelling, and possible infection at the injection/ infusion site.

6. I understand that individuals who are severely ill with COVID-19 have an increased risk of dying from the 
infection, regardless of what treatment is used.  I understand that currently the experience with mAb 
treatment is that it may help individuals who have mild to moderate COVID-19 from progressing to severe 
COVID-19 and becoming hospitalized.

7. I have been given and read or had read to me the Fact Sheet for Patients, Parents and 
Caregivers/Emergency Use Authorization (EUA) of Monoclonal Antibodies for Coronavirus Disease 2019 
(COVID-19).

8. I understand that the known risks and complications, including unforeseen and unknown risks, may 
occur.

9. I am aware that the practice of medicine is not an exact science.  I acknowledge that no guarantee or 
promise has been made as to the outcome and/or success of this treatment with medications used for 
mAb treatment.  
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Monoclonal Infusion Treatment for Pregnant and Breastfeeding Women 

I understand that there is limited experience treating pregnant women or breastfeeding mothers with 
monoclonal antibodies and that if I am pregnant or breastfeeding, my physician recommends I receive 
monoclonal antibodies because the potential benefits outweigh the risks to me and my baby. 

Patient Consent/Verbal Consent

I understand that no guarantees have been made to me regarding the results of this treatment and that it may or 
may not improve my condition.  I have had su�cient opportunity to discuss my condition and treatment with my 
physician(s) and/or their associate(s), and all of my questions have been answered to my satisfaction.  I have 
been given su�cient information and knowledge upon which to make an informed decision about receiving 
medications used for mAb treatment.  I have read, or had read to me, and understand the entire contents of this 
form.  I hereby voluntarily authorize and consent to receive medications used for mAb treatment. 

I have received a copy of this form.

Patient Signature: ___________________________________ Date_______________ Time __________

If Legal Representative: _______________________________ Date_______________ Time __________ 

Relationship:________________________________________

PHYSICIAN/PROVIDER DECLARATION:         
Whether provided in person or verbally, I confirm that this patient or legal representative has received a full 
explanation about the nature and purpose of mAb treatment, the risks involved in receiving medications used for 
mAb treatment, and treatment alternatives.  The patient (or Legal Representative) confirms that he/she has 
received answers to all his/her questions, and to the best of my knowledge, I believe the patient, or their legal 
representative has been adequately informed and has consented. 

Physician Signature: _________________________________ Date_______________ Time __________

NURSE VERIFICATION: 
       Verbal informed consent obtained by physician verified in EHR.

Nurse Signature: ____________________________________ Date_______________ Time __________ 
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