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ÅTwo emergency use authorizations issued for monoclonal antibody therapy for 
outpatients with mild to moderate Covid-19 at high risk of progressing to severe 
disease

ÅMultiple challenges
o Outpatient infusions for infectious patients

o Scarce drug and infusion capabilities

o Need to infuse patients early in course of disease

o Serious concerns about equitable distribution

o Shared decision making in setting of weak evidence base
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ÅEmergency use authorizations (EUAs) for two monoclonal antibody (mAb) therapies 
(bamlanivimaband casirivimab/ imdevimab) to treat outpatients with mild to 
moderate COVID-19 who are at high risk of progressing to severe disease.

ÅOutpatients with mild or moderate symptoms

ÅNo more than 10 days of symptoms

ÅAge ≥ 65

ÅAdults with BMI ≥ 35

ÅCKD, diabetes, immunosuppressed

ÅAge ≥ 55 with cardiovascular disease, hypertension, COPD or other chronic 
respiratory conditions

ÅAge 12-17 with variety of conditions (e.g., sickle cell, obesity)

ÅExcluded if newly hypoxic or requiring more than baseline supplemental O2
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mAbs for 
COVID-

19

Maximize benefit

Give to those most 
likely to be helped

Optimize shared 
decision making

Challenging with 
paucity of data

Facilitate research

Important to ensure 
we get more 

definitive answers

Promote equity

Ensure access to hard 
hit communities and 
vulnerable patients

Ensure safety

Small chance of 
serious adverse 

events and may be 
harmful later in 

disease

Act quickly

Deliver within short 
time window after 
test performance
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ÅHow are patients identified for entry into a lottery to minimize referral 
bias in favor of those with access and privilege? 
ÅEquity favors entering patients automatically if eligible

ÅBut may get low yield and have unused capacity

ÅHow is shared decision making done and by whom?
ÅChallenging messaging given unclear benefits

ÅHow is research preserved?
ÅPrior EUA’s have interfered with ability to enroll in trials

ÅWhat does it mean to equitably distribute a therapy that might not 
work?
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ÅEligibility: Patients age >=65 or with BMI >=35 are considered eligible for this 
treatment currently.

ÅAutomated Internal Referral Pathway (phase 1): to ensure timely process 

ÅOption to Opt Out: If a provider does not wish for their patient to be considered for 
this treatment, they may opt out when submitting the COVID test order

ÅLottery to Ensure Equity: All patients tested within the MGB system meeting this 
eligibility criteria are automatically referred to a lottery and may be contacted by our 
COVID hotline to offer the option of receiving this treatment

ÅShared Decision Making: Assent process prior to scheduling with provider

ÅAt Home treatment pathway option (CVS/Coram or NELC)

ÅExternal Referral Pathway (phase 2): Clinician directed referral pathway for patients 
tested inside and outside the MGB system
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Å Intentional Referral: As of 1/5/21, MGB clinicians are able to refer outpatients with 
a positive SARS-CoV-2 test performed anywhere who are either age ≥ 65 and/or 
have BMI ≥ 35 for mAbtherapy in Epic. 

Å In order to place a referral, clinicians will need to verify: 
o The referral the date the positive test was performed 

o The date symptoms started

o Shared Decision Making: They will also have to verify that they have discussed the therapy with 
the patient and that the patient is both eligible and interested in receiving the monoclonal 
antibodies. It will be important to let patients know that it may not be possible to provide the 
therapy to all patients who are referred.

Å If demand for mAbtherapy exceeds the ability to provide it on any given day, 
patients will be selected by lottery (built into the Epic™ system).
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ÅCVS has an additional supply of 
bamlanivimabthat it is providing via 
home infusion through its partner 
Coram

ÅAvailable to patients who live within 
75 miles of Norwood, MA

ÅThe referral to CVS is done through a 
separate pathway: 
o To access medication ordersmust be 

completed and faxed to the number on 
the fax order sheet.

CVS Pathway for Home Infusion

http://secure-web.cisco.com/1osTwAPNrJmOSQP7wE1JDCoGf6acouvZcpcCLk_xuo8W3EiY6dDunzMNm8DQNx7tKvixXWOnx_4EXNMvhs4lA0VVLBZ6HAB6IOGrDg6A8zHhyjSCIOcU1ZbhFIwKvufzGsqr8qe-plFjS7QFms-5mxhvhg_8HBfAS4eD_qbdv2dxPwxT1Tpl0xOHqc6xHe9MCYeOO5iACailwSuucYUA9VagqzzXacodtL8IRqapCSC8DxRLheVZwiPBqZ0xwEbTW0wV2k7lg3aMGNEkyK3ZpTw/http%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D001JbjTU9Bn52kewY2sBVGaA_FoMXH1YQIs3d5CYxKJq1NOnizKQ2nPtmwpFfaShoVKltj_eb-yDglk1bmLKnMSHoFArBAl6GGtYtMkIUwVjPWYqCmOe_--q9gA0BYxY6xL7dc0sEz8V6lG-bW6suOinb6yct7n8Mwcd8RWRhRy63x87mYHl85nBrvDbUW-urbdHCg01DkvTyj1_7Xhb8YOzBq-VEMz5wAgBj0_88cSM0CAq_t3_vg6SoWdOPR8T1CxR4NHFpeKxPdwQqk1E4Sgk4dclDSJcYNRTDfRpyzQ2TVByhKMjfg0dyuBsyDtsYdiI81Rb0dT_GitPvenqt_rUuK-aKj1W1AuiAQmtT-rXbIjkyQCGUCUcj4UI5mxX-NvGUa98VPJNdc%3D%26c%3DJyu9dStGIpuim_oU7mH8RdTONR1o8eHvyuM64xzmD8MPAUhdwRegZw%3D%3D%26ch%3DaTqVrAdv4g_20JFCquf2TDUNq4H9dt6pMGNV9BQGNNR3fsT_gyP6Xg%3D%3D
http://secure-web.cisco.com/1hhoMHh2hYz12UuUgCQqYxKWLaQRIFbV0gzmr35E7RqRFM046YeI_QxV8AzR8GoqLWz3kQrYX2LoYKvQAZEZjzL-t8b_z2hecMz2_-GAi8KR3e_taXG6pZbqZkLsyLSCA7xPYRpFNdznYOSOq-he2WIlnn93hFGT5qG2V2Rz8riITP_UYq2LvrsFWODnBu5r143OSWawrvrFeOh01eqehRIDrD93zYX7aFHdo2_qlMYgksFBPeSN7jW3SxNj2VaZPfcQqwZIYxwfFKI6sHb5OCA/http%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D001JbjTU9Bn52kewY2sBVGaA_FoMXH1YQIs3d5CYxKJq1NOnizKQ2nPtmwpFfaShoVK-sapq3mrZULePAhTtu2D6wyxhRrUIPzJVj5LsJ6QvHlvDCfYnxi9uOmJE25H3vZu1qMckw_65xCuipmfa9zEGtFe080_Tt-NekuE2YQ9cvP41rw2alZCktxC9J6agN-Uu1KphkcC0WLmnLVFClLPcX50kkHYLPO_tiiRNc3PjwNn6w7BphYb7VZEXAclu3RvjEqxK1UcI2D9YbsWOHKj8xbE_q8uHly1t3TIG3KIJW7tyF1ycixQ1-IiSZHOvABkBhnYi1mUMMdeIRGJNfkuqSFJQ6PWayH4ALJ6DwaK2DY%3D%26c%3DJyu9dStGIpuim_oU7mH8RdTONR1o8eHvyuM64xzmD8MPAUhdwRegZw%3D%3D%26ch%3DaTqVrAdv4g_20JFCquf2TDUNq4H9dt6pMGNV9BQGNNR3fsT_gyP6Xg%3D%3D
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Age >=65 or
BMI >=35?

Meets CVS 
Criteria?*

MGB Patient? Tested Within 
MGB?

Lives in vulnerable zip 
code/town?

Monoclonal Antibody Therapy 
Referral Pathway

If already referred for 
MGB Monoclonal 
Antibody Therapy but 
Patient not selected in 
Lottery:

No No Not eligible

No Yes CVSonly

Yes Yes Yes Yes Yes MGB Referralor CVS
(With automatic safety net)

Research trials available

Yes Yes Yes Yes No MGB Referralor CVS

Yes Yes Yes No MGB Referralor CVS

Yes Yes No CVSonly

mAb Therapy Referral Pathways

https://partnershealthcare.sharepoint.com/:b:/s/mghmgpoambmanage/EbnV1mYAfbNHnhkgffoqtZoBJB1leOGyZFFy_qRcniGZpQ?e=WoUP9X
https://pulse.massgeneralbrigham.org/hub/departments/emergency_preparedness/coronavirus/documents/clinical_policies/monoclonal_antibody_mab_therapy_for_covid_19_information_for_clinicians
https://partnershealthcare.sharepoint.com/:b:/s/mghmgpoambmanage/EbnV1mYAfbNHnhkgffoqtZoBJB1leOGyZFFy_qRcniGZpQ?e=WoUP9X
https://pulse.massgeneralbrigham.org/hub/departments/emergency_preparedness/coronavirus/documents/clinical_policies/monoclonal_antibody_mab_therapy_for_covid_19_information_for_clinicians
https://partnershealthcare.sharepoint.com/:b:/s/mghmgpoambmanage/EbnV1mYAfbNHnhkgffoqtZoBJB1leOGyZFFy_qRcniGZpQ?e=WoUP9X
https://pulse.massgeneralbrigham.org/hub/departments/emergency_preparedness/coronavirus/documents/clinical_policies/monoclonal_antibody_mab_therapy_for_covid_19_information_for_clinicians
https://partnershealthcare.sharepoint.com/:b:/s/mghmgpoambmanage/EbnV1mYAfbNHnhkgffoqtZoBJB1leOGyZFFy_qRcniGZpQ?e=WoUP9X
https://partnershealthcare.sharepoint.com/:b:/s/mghmgpoambmanage/EbnV1mYAfbNHnhkgffoqtZoBJB1leOGyZFFy_qRcniGZpQ?e=WoUP9X
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ÅGiving a drug by emergency use authorization requires 
patient assent 
o Goal is an informed shared decision-making conversation

ÅWhere to start: Establish eligibility for therapy (at MGB)

1. Age ≥ 65 years old, BMI ≥ 35
ÅFor BMI ≥ 35 confirm no significant weight loss 

2. First positive test ≤ 3 days ago

3. Symptoms started ≤ 9 days ago

4. SymptomaticCOVID of mild/moderate intensity

Starting a conversation about mAb therapy
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ÅWhat is a monoclonal antibody?

ÅPractical information about how it’s given 
o Infusion location, mode of delivery, duration of treatment/observation

ÅWhat Emergency Use Authorization means

ÅSummary of what is known about how these therapies may benefit high risk 
individuals
o May prevent hospitalization/ED visits in high-risk patients

ÅSummary of what is known about potential adverse reactions

ÅDiscuss how this will impact vaccination timing
o Patient should NOT get vaccinated within 90 days of therapy

Key Points to review with eligible patients
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ÅPregnancy & Breastfeeding
o For all eligible women of childbearing potential please ask about pregnancy and breastfeeding

o Neither pregnancy nor breastfeeding are necessarily exclusions, but both require careful 
consideration of risks and benefits to mother and child

o MGH maternal fetal medicine in available to discuss these cases

ÅPreviously vaccinated
o We do not know if COVID mAbis safe to give to patients who have already had COVID vaccination

Special considerations
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Å Because of capacity limitations, it is possible all interested and eligible patients will not be able to 
receive the therapy on a given day. Patients will then be placed in a lottery. 

Å If the patient is able to receive the therapy, the patient will be contacted by a scheduler and will 
receive an appointment for infusion for the next day. 

Å Treatment will require ~3-4 hours at the infusion center–this includes checking in, 1 hour for the 
infusion, and 1 hour for monitoring after the infusion. 

Å If the patient is within 30 miles of the hospital and needs transportation, the schedulers may be able 
to assist in arranging transportation.

Å Patients who meet clinical requirements under EUA but do not receive dose allocation can consider 
ongoing clinical trials of the same or similar therapies. Active MGB clinical trials can be found here: 
https://rally.partners.org/) .

Å Email: ilennes@partners.org

Å Slide acknowledgements: Dr. Emily Rubin, Dr. Sarah Hammond, Lara Henshaw-Archer, Sue Turner

Lottery and Scheduling

https://rally.partners.org/

