Hillary Lum, MD, PhD
University of Colorado

y i
| Untversuty of Calorado

E S




Disclosures

mAb Colorado funding
NCATS 3UL1TR002535-03S3

3UL1TR002535-0452
(03/15/2021-04/30/2022)

* No conflicts of interest (COl) to declare



Data around current mAb use in Colorado
How mAbs work in COVID-19

Clinical data supporting efficacy for use with COVID

Learning
Objectives

Clinical pathways and guidelines for mAb use

Essential logistics (infusion v. subQ, monitoring, adverse reactions,
cost, insurance issues, how to communicate with patients)

Resources for further questions



Provider survey results (N = 356)

Colorado providers referring for mAbs :
Key Points:

« Need to simplify the
ordering process

* Providers want more

BCan't recall g .
B Have not tried InfOrmatIOn abOUt
B Tried but did not refer 1 ih
Referred for mabs avallablllty Of
treatment, cost, and
need for
timely action

W Ab
Colorado



COVID-19 Treatment by monoclonal antibodies
e Confirmed positive SARS-CoV-2 infection
* Mild-moderate COVID-19 disease

mAb tl"‘ erqa py * NOT hospitalized due to COVID-19
. * NOT requiring new oxygen therapy or
avdl ‘a b e dl d increase in baseline 02 flow rate

eﬂ:l o CiO US .CO r * Symptom onset < 10 days (ideally <7 days)

patients with:

* At risk for progression to severe disease

Prophylaxis after COVID-19 exposure

* Individuals with household or facility exposure to
SARS-CoV-2 infection

* Possible vaccine augmentation in future



Early Intervention for Mild COVID-19 in Outpatient
Setting to Prevent Hospitalization/Death

Some remain asymptomatic and/or recover without requiring hospitalization or intensive care ©2020 VUMC
Z 1
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Neutralizing mAbs for COVID-19 treatment

Laboratory-made human neutralizing : ot U Y
Spike LN g , i
IgG treatment to SARS-CoV-2 poten R o\
CoV-2
- : » r K >
* Originally isolated from B cells of recovered SARS. VI X gt ’
patients n 1
Human Y ACE2 v ‘[f
] . . . ] ] cell ‘ ! SARS-CoV SARS-CoV-2
BlndS to Vlral Splke prOteln to bIOCk |nteraCt|0n Infection occurs infection blocked infection blocked

with ACE2 receptor on host cells

Current mAb treatments available:

Combination treatment “cocktails” bind to
separate non-overlapping spike protein regions * Casirivimab/imdevimab (Regeneron)
to increase treatment efficacy and prevent « Bamlanivimab/etesevimab (Lilly)
escape mutations « Sotrovimab (GSK/Vir)



REGEN-COV Antibody Cocktail Clinical Outcomes Study in Covid-19 Outpatients

StU d d eSi n B. Covid-19-related Hospitalization or All-Cause Deatht - REGEN-COV 2400 mg IV Single Dose
v g —e— Placebo —i— REGEN-COV 2400 mg

0.07

- 4,057 outpatients with one or more risk factors for o
severe disease

- Randomized to placebo or 2 possible doses of
REGEN-COV

- Followed for 28 days

Proportion of patients
with events

1 | T T T T T | T L] T T T I 1 I T 1 T T T T | T 1
1 2 3 4 5 6 7 8 9 101112 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29
Study Day
Study Results

- Median age 50 years (14% were > 65 years)
- REGEN-COV reduced hospitalization/death vs

C. Time to Resolution of Symptoms* - REGEN-COV 2400 mg IV and 1200 mg IV Single Dose
—a— Placebo —@— REGEN-COV 1200 mg —#— REGEN-COV 2400 mg

placebo by 71% (1.3% vs 4.6%; p<0.001) o0
- Symptoms resolved 4 days faster vs placebo (10 vs £ oo

14 days; p<0.001) fﬁf °*
- Infusion-related reactions rare (<0.3%) %S 041 — TR
- Study stopped by DSMB for efficacy £ 021 — o

0.0

Weinreich et al. REGEN-COV Antibody Combination and Outcomes in Outpatients with COVID-19. NEJM, Sept 2021.



JAMA | Original Investigation

Effect of Bamlanivimab vs Placebo on Incidence of COVID-19 Among
Residents and Staff of Skilled Nursing and Assisted Living Facilities
A Randomized Clinical Trial

June 3, 2021

Myron S. Cohen, MD; Ajay Nirula, MD, PhD; Mark J. Mulligan, MD; Richard M. Novak, MD; Mary Marovich, MD; Catherine Yen, MD; Alexander Stemer, MD;

Study design

Figure 2. Time From Infusion to Development of Mild or Worse COVID-19 With Bamlanivimab vs Placebo Among Resident and Staff Participants

- 966 SARS-CoV-2 negative residents or staff of

[A] Residents Staff
SNFs/ALFs with >1 positive SARS-CoV-2 infection 25 25
- Randomized to placebo or bamlanivimab (IV)

154 154

- Followed for 57 days (symptomatic SARS-CoV-2)

Residents, %
Staff, %
E
=4

10+ 104

—+ Bamlanivima b
] Bamlanivimab i "_‘_"_,_,.l—r*
0 + 04
St u d v Res u Its 5. é 1I5 2I2 2I9 3I6 4I3 SID SI? Ill é 1I5 2I2 2I9 3I6 4I3 SICI
_ MEdIan age: 75 yrs (reSidentS) and 43 yrs (Staff) _— Time since infusion, d _— Time since infusion, d
.« . . Placebo 139 137 127 121 112 107 102 99 2 Placebo 343 343 338 330 319 310 304 297
- Ba m |a n IVI m a b red u Ced Sym pto m atlc SARS_COV_Z Bamlanivimab 161 159 159 154 150 145 141 139 5 Bamlanivimab 323 320 310 304 300 295 291 286
No. with event No. with event
vs placebo by 57% (15.2% vs 8.5%; p<0.001) Bamanvims 0 0 4 2 4 3 1 o 0 Gmanivimab 2 8 5 3 4 3 1 1

- 80% reduction for residents (p<0.001)
- 42% reduction for staff (p=0.06)



AZD7442 PROVENT Phase III prophylaxis trial met primary
endpoint in preventing COVID-19

20 August 2021 07:00 BST

77% reduced risk of developing symptomatic COVID-19

First long-acting antibody combination to prevent COVID-19

Design

* 5172 community dwelling individuals without SARS-CoV-2 (exposure not required for entry)
* 43% age 265 years
e 75% with co-morbidities

e 2:1randomization to AZD7442 (intramuscular) or placebo for primary prevention

* Followed for 6 months (primary); follow-up to continue for 15 months

Results

e 77% (95%Cl 46-90) reduction in symptomatic SARS-CoV-2 infection
* 0 severe cases/deaths in AZD7442 group
* 3 severe cases (2 deaths) in placebo group

* Half-life extension (YTE mutation)—may be viable strategy to augment vaccination

https://www.astrazeneca.com/media-centre/press-releases/2021/azd7442-prophylaxis-trial-met-primary-endpoint.html



Avallable Monoclonal Antibodies

Use Formulation
Treatment FOEECAIE \Y; SQ
Product Prophylaxis
Casirivimab/imdevimab v v v v
sotrovimab v v
bamlanivimab/etesevimab? v v v

1 - For treatment, IV is preferred but SQ may be used if administering IV would delay treatment

2 - Distribution and use of bamlanivimab/etesevimab was recently restarted




Early and Ongoing Challenges

* Limited availability of mAbs
 Random allocation system (late 2020)
* Direct ordering from Federal supply (early 2021)
» State-based distribution (Sept 2021 — present)

e Initial limited utilization of treatment

* Ongoing equity issues
* Mostly non-Hispanic white patients with robust access to care

* Frequent shifting of guidance and distribution
* Lingering uncertainty about benefit and risk —= RESOLVED?!



] -

Clinical Workflows for Monoclonal Antibody
Therapy for COVID-19 in Colorado




o Studies show mADbs reduce risk of
hospitalizations and deaths by 70%

« mADbs decrease symptoms by four days
« Adverse events are rare, often within 30 min

« CAS/IMD (REGEN-COV2) can be given as
subcutaneous injection if IV is not feasible

/\  mADb therapy can be given regardless of

mg ‘_ﬁ%_l vaccination status
3

« Vaccination can occur 90 days after mAb

12]] TREAT ISOLATE * mADs can be given as post-exposure

Vonb prophylaxis
Colorado

Find out more at mAbColorado.org

W
mAb
Colorado



What to Expect
When You Go to the Clinic

The Basics to Administer mADb

When you get to the
clinie, you will check in.

Why Do I Have to
Go to a Clinic?

A nurse will take your

el Read the EUASs for helpful and specific information

* The medicine is given to you
through an IV or through small
shots under the skin.

The nurse will put the

ey B For COVID-19 treatment, 1V is preferred for COVID-19 but SQ

* The treatment needs to get into
your body fast.

you the injections under | e7>] gl oJ-WUEI=T0)
a chair.

* A glinie can give you the
treatment in a safe and
calm place,

mADb stored in refrigerator, out for 20 minutes prior to
Y= 1f given by IV, the administration and must be used within 4 hours
mAb medicine takes 30 minutes
Colorado to go into your body.

SQ requires 4 separate injections of 2.5ml

IV requires 20-30 minutes

The treatment can help
you feel better faster and
stay out of the hospital!

Courtesy — Dr. Lindsey Fish, Denver Health Pena Urgent Care



Current
Barriers

Difficult to navigate mAB Connector Tool/map

Delayed response from referrals sites, putting
patients outside of the treatment window

Limited referral sites / limited # of practices offering
this

Some sites running out of mAb allocation early in
the week and not being able to treat more patients

Patients being charged substantial facility fees or
infusion fees



Clinician Checklist
1. Determine eligibility

2. Discuss treatment with
patient and care partners

3. ldentify treatment location
4. Refer and order treatment

5. Address cost and access
guestions

www.mAbColorado.org

Is my patient eligible?

GUIDE FOR HEALTH CARE PROVIDERS

Monoclonal antibody treatments are for outpatients with mild to moderate
COVID-19 symptoms and who meet the eligiility criteria, including:

+ Not hospitalized or on oxygen due to COVID-19

+ High risk of developing severe disease and hospitalization

+ Able to receive treatment within 10 days of developing symptoms

Patients who have been vaccinated may receive monoclonal antibody treatment.

=0
==>

P

Is my patient interested?

M Counsel Patienl on monoclonal antibody treatment.

B Patient must be provided with the 3-page EUA Fact Sheet.
- EUA Fact Sheet for Casirivimab and Imdevimab (Regeneron)
— EUA Fact Sheet for Sotrovimab (GSK)

M Find updated information on benefits and risks of treatment.

i

Where can my patient

receive an infusion?

Opﬁons to find an infusion center with your Palient:

B Choose an infusion center on the CDPHE website and :omp|ete the
online form: COPHE mgno,c,!onqlﬂantiﬁl:ody, Connector Tool, or

B Check Colorade Infusion Center Map.

How can | arrange
treatment?

The referral and ordering of monoclonal antibody treatment varies, depending on your

clinic andfor health care system processes.

| | |Fusimg the online CDPHE form to send a referral to the selected infusion center,
you will give the patient the infusion center phone number to call and schedule a
same- or nextfday appointment.

B [f using an infusion center associated with your organization, you may generate the
referral and order within your EHR.

B Assist patientw\'lh transportation, if needed. Safest travel is Having the person with
COV‘D"IQ sit as Fﬂr FrOm the drivel’ as POSS\ble, mask on, WlndOWS Open. AVO\d
public transportation if possible.

H

Is there cost for infusion?

+ There is no cost for the medication; the federal government pays for the medication.

+ The infusion facility fee is covered by Medicare, Medicaid, and commercial
insurance. Patients may be billed co-pays and co-insurance. Self-pay patients may
be charged a facility fee for the infusion.

- If patient is self-pay, ask if the infusion center will charge the patient
rﬂr ;hqu;ﬂ"-

\
Meaab

Colorado

medschool.cuanschutz.edu/mab-colorado

8/5/201

\

mADb
Colorado


http://www.mabcolorado.org/

1. Determine Eligibility for
Treatment

Must be positive and symptomatic for COVID-19

Not hospitalized
Must not have (new) oxygen requirement due to COVID-19

Must be within 10 days of symptom onset

Must be age of 12 or older and weigh at least 88 Ibs

At high risk for severe COVID-19

www.mAbColorado.org

ANTIBODY TREATMENT
TO PREVENT SEVERE COVID-19

| ARE YOU ELIGIBLE? [

HAVE YOU TESTED @
POSITIVE FOR COVID-19?

@_ ~ AREYOU HOSPITALIZED 0
: OR ON OXYGEN?
DO YOU HAVE COVID-19 | o

SYMPTOMS?

L ¥
¥ ¥
- @
-

¢

DID YOUR SYMPTOMS |
START IN THE PAST 10 DAYS?

¢

" ARE YOU 12 YEARS OF AGE |
OR OLDER AND WEIGH
88 POUNDS OR MORE?

¢

| AREYOUATRISKFOR |
_SEVERE DISEASE™

YOU MAY BE *ANY RISK CONDITIONS

ELIGIBLE + Olderage —65yoors of age oc older = Immunosuppressive diseasel
. i o it — FREaNInG IMmMURSIUppratineg
L 25 tresmant
more, childeen in the B5th percentde = Cardievascular divesse or
%; CDC growth charts » Chrenic resparatory diveare
C TTIA% * Prm = Nnur-‘rulnrumlllﬁiw“rl
olorado + Chronic kidney disesse « Any other madical condition or
i . Facter — ncluding race or ethn
q * Dishates - nw-:l::d mn}?!‘:ma;dn::q
For more information or to find an infusion center near you
Call 1-877-332-6585 (English) or 1-877-366-0310 (Spanish), or visit combatcovid.hhs.gov

Colorado


http://www.mabcolorado.org/

ELIGIBILITY: High Risk Conditions

Older age 265 y.o.
Obesity or overweight (Adults

BMI >25 kg/m2, or if age 12-17,
BMI >85th percentile)

Pregnancy
Chronic kidney disease
Diabetes

Immunosuppressive disease or
treatment

Cardiovascular disease or
hypertension

Chronic lung diseases
Sickle cell disease

Neurodevelopmental disorders
or other conditions that confer
medical

Having a medical-related
technological dependence

Other medical conditions or
factors (for example, race or
ethnicity)

COVID-19 Treatment
and Post-exposure
prophylaxis:

Which of my patients

are noteligible for
mADb?



Example language for patient counseling:

This is an antibody treatment. Antibodies are what our own bodies make to fight infection, but it
takes some time for those to be made. This treatment is antibedies that are made in a lab. These
antibodies can start fighting the infection right away. The benefits are you feel better faster.
Most people start to feel better in 1-2 two days.

For Intravenous (IV): An [V is placed in avein, and the medication is given over 20-30 minutes.

It is very similar to getting [V fluids.

For Subcutaneous (SC): The medication can be given as an injection under the skin, much like
insulin. The injection feels like a poke or a pinch. This is done at four different body sites. The
injections take about five minutes total.

Mo matter which route you get, there is an hour observation period to lock for any side effects.
Side effects happen in fewer than 1in 100 people who get this treatment. The most commaon
side effects are dizziness, nausea, headache, or rash. Infusion-related reactions are rare but it
can cause flushing, itching, shortness of breath, or low blood pressure. There are also potential
side effects of receiving any medication, including redness, pain/sereness around the [V site or
injection site.

Altogether, this takes about 1.5-2 hours.

2. Discuss Treatment with Patients or Care Partners

Benefits of COVID-19 mAb Treatment for

Outpatient, Symptomatic COVID-19

* Reduces risk of hospirtalizations and deaths by 70%
+ Decreases symptoms by up to four days

+ Effective against Delta variant

+ Effective in unvaccinated persons

Example language for patient counseling:

This is an antibody treatment. Antibodies are what our own bedies make te fight infection, but it
takes some time for those to be made. This treatment is antibedies that are made in a lab. These
antibodies can start fighting the infection right away. The benefits are you feel better faster.
Most people start to feel better in 1-2 two days.

For Intravenous (IV): An [V is placed in avein, and the medication is given over 20-30 minutes.
Itis very similar to getting IV' fluids.

For Subcutaneous (SC): The medication can be given as an injection under the skin, much like
insulin. The injection feels like 2 poke or a pinch. This is done at four different body sites. The
injections take about five minutes total.

Mo matter which route you get, there is an hour abservation period to look for any side effects
Side effects happen in fewer than 1in 100 people who gat this trestment. The most comman
side effects are dizziness, nauses, headache, or rash. Infusion-related reactions are rare but it
can cause flushing, itching, shortness of breath, or low blood pressure. There are also potential
side effects of receiving any medication, including redness, pain/soreness araund the IV site or

injection site.

Altogether, this takes about 1.5-2 hours.

Fact Sheet for Patients, Parents and Caregivers Emergency Use Authorization (EUA)

Casirivimab and Imdevimab https://www.fda.govimedia/143893/download
Bamlanivimab and Etesevimab hrtps:/ Iwww .fda.gov/medial145803/download
Sotrovimab https:/ fwww.fda.gov/ media/149533/download

b

\

"mAb

Colorado



%WH an enkunon conter with your patieet:

an nfusicn contes on Lhe CDIPHE website and completo the

3. Find Infusion Sites L L

CDPHE - https://covid19.colorado.gov/for-coloradans/covid-19-treatments

« New in November: CDPHE Mobile buses for mAb treatment

appointments T g o
S e . A - T
. . . . Qe Q : (6]
« Map includes sites registered with CDPHE o . 2am N EREe, - 99
: | B s cpe 3 %
« Contact local/ county public health department for PR w L 4 .
administration sites not registered with the state, such as MR LA 99 o ||
home health agencies, long-term care pharmacies TN 79 N
o AT (I -%
. . . . __Q: Naglﬁ:“a;:m:; oz . -
- Register to become an infusion site through CDPHE e siae R =
« Submit requests by 11:59 pm each Weds for the following
week
\)ﬁmb

Colorado


https://covid19.colorado.gov/for-coloradans/covid-19-treatments

4. Refer and Order Treatment

Options:
- Prescription to patient

- Submit referral through CDPHE mAb
Connector tool

- Direct order to infusion center within
same health system

» No PCP? Use UC Health Virtual Health Center

COLORADO

Department of Public

Odis
'c w Health & Environment

COVID-19 Monoclonal Antibody Connector Tool

If you have more than one patient to submit for the medication, each time you submit the COVID-19 Monaclonal
Antibody Connector Form you will be given the opportunity to download a PDF of the data you provided. For
confidentiality reasons we are unable to send the PDF via email.

Please note that once you submit a form you cannot return to edit it. Do not use your browser's back button as this
will require you to start over with the public link.

Next Page >>

CDPHE Monoclonal Antibody Connector Tool
https://covid19.colorado.qgov/for-coloradans/covid-19-treatments

\ -
V2 Ab
Colorado


https://covid19.colorado.gov/for-coloradans/covid-19-treatments

CLINIC-BASED
Monoclonal Antibodies
Subcutaneous Treatment

5. Cost and Access Issues

- Federal government purchases doses of REGEN-COV
and Bam/Ete

- No out of pocket cost for Medicare patients
. Deductibles apply; site charges vary (~$500-800)

. Costs for uninsured patients - may be waived or
discounted

Patients may face transportation issues

o Some clinics may be able to offer subcutaneous

o Home health administration may be available
o CDPHE mobile units (buses)

Colorado

medschool.cuanschutz.edu/mab-colorado

Colorado



Building new protocols

E Place order (know the V Obtain consent (be able to
eligibility criteria) describe the treatment)

Administer infusion
£ 72 Access to infusion

Monitor for anaphylaxis



Resources

\

« CDPHE - https://covid19.colorado.qgov/for-coloradans/covid-
19-treatments

- UCHealth Virtual Health Center (303-752-7732)

- NIH treatment guidelines
https://www.covid19treatmentquidelines.nih.gov/

- HHS Playbook
https://www.phe.gov/emergency/events/COVID19/investigati
on-MCM/Documents/USG-COVID19-Tx-Playbook.pdf

mAb
Colorado

Contact:

ontact.

We Need You

Our research team is currently conducting telephone surveys of patients who may have tested positive for COVID-19, and experienced symptoms where you would complete telephone

surveys at 2 weeks, 4 weeks, and 3 months from the date you diagnosed with COVID-19. mAb C O I O ra d O @ C u a n S C h u tZ . e d u

Go to the Participate in mAb Research page, click on "Request to take the survey” under the community members section.

Q. » Colorado website:

ab €Xo) www.mADbColorado.org

Information for Patients Information for Health Care Participate in mAb Research
If you think you have COVID-19 or have tested Providers Find information here about participating in research
positive, you may be eligible for monoclonal antibody Click here to find information about referring patients studies around access to and efficacy of monoclonal
(mAD) treatments. Find information here for monoclonal antibody (mAb) treatments for antibody (mAb) treatments for COVID-19.
COVID-19.
Colorado COVID-19 Alert! =
The Colorado Department of Public Health & Environment (CDPHE) has issued an urgent advisory regarding the increasing spread of the COVID-19 Delta variant in Colorado. mAb

Colorado


https://covid19.colorado.gov/for-coloradans/covid-19-treatments
https://www.covid19treatmentguidelines.nih.gov/
https://www.phe.gov/emergency/events/COVID19/investigation-MCM/Documents/USG-COVID19-Tx-Playbook.pdf
https://www.phe.gov/emergency/events/COVID19/investigation-MCM/Documents/USG-COVID19-Tx-Playbook.pdf
mailto:mAbColorado@cuanschutz.edu
http://www.mabcolorado.org/

mADbs are available thru EUA for
outpatient COVID-19 treatment
(none are fully FDA-approved yet)

Early treatment is likely better

Proactively identify local treatment
options



Use of mAb for Post-Exposure Prophylaxis,
after exposure to SARS-CoV?2

FDA authorizes REGEN-COV monoclonal FDA authorizes bamlanivimab and etesevimab

antibody therapy for post-exposure prophylaxis monoclonal antibody therapy for post-exposure
(prevention) for COVID-19 prophylaxis (prevention) for COVID-19

Post-exposure prophylaxis with bamlanivimab and etesevimab, administered together, is not a
substitute for vaccination against COVID-19

July 30, 2021 September 16, 2021

Prophylaxis with REGEN-COV is not a substitute for vaccination against COVID-19

Aug 17, 2021: NIH guidance on PEP
https://www.covid19treatmentquidelines.nih.qov/therapies/statement-on-casirivimab-plus-imdevimab-as-pep/



https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-casirivimab-plus-imdevimab-as-pep/

NIH Treatment Guidelines

Updated September 24, 2021

Figure 1. Therapeutic Management of NonHospitalized Adults With COVID-19

All outpatients with COVID-19 who enter the health care system should have in-person or telehealth follow-up visits.
Symptomatic treatments, including hydration, antipyretics, analgesics, and antitussives, can be initiated as needed.

Patients should be counseled about symptoms that warrant re-evaluation by a health care provider (e.g., new onset
dyspnea, worsening dyspnea [particularly dyspnea that occurs while the patient is resting or that interferes with daily
activities], mental status changes). Home resources should be assessed before patients are discharged from a clinic,
urgent care center, ED, or hospital; outpatients should have access to housing, proper nutrition, a caregiver, and a device
that is suitable for telehealth. If patients are discharged while they are still receiving oxygen supplementation, they should
receive oximetry monitoring and close follow-up soon after discharge.

PATIENT DISPOSITION

Not Requiring Hospitalization or
Supplemental Oxygen, As
Determined by a Health Care
Provider in ED or an In-Person or
Telehealth Visit

PANEL'S RECOMMENDATIONS

Anti-SARS-CoV-2 monoclonal antibody products are recommended for outpa-
tients with mild to moderate COVID-19 who are at high risk of disease progres-
sion, as defined by the EUA criteria (treatments are listed in alphabetical order):?

¢ Bamlanivimab plus etesevimab; or
¢ Casirivimab plus imdevimab; or
* Sotrovimab

The Panel recommends against the use of dexamethasone or other systemic
glucocorticoids in the absence of another indication (Alll).b

https://www.covid19treatmentguidelines.nih.gov/

The COVID-19 Treatment Guidelines
Panel’s Statement on the Prioritization of
Anti-SARS-CoV-2 Monoclonal Antibodies
for the Treatment or Prevention of SARS-
CoV-2 Infection When There Are
Logistical Constraints

Last Updated: September 3, 2021

The COVID-19 Treatment Guidelines Panel (the Panel) recommends using anti-SARS-
CoV-2 monoclonal antibodies for the treatment of mild to moderate COVID-19 and for
post-exposure prophylaxis (PEP) of SARS-CoV-2 infection in individuals who are at
high risk for progression to severe COVID-19, as outlined in the Food and Drug
Administration Emergency Use Authorizations (EUAs). See the individual EUAs for

details.

While there are currently no shortages of these monoclonal antibodies, logistical
constraints (e.g., limited space, not enough staff who can administer therapy) can
make it difficult to administer these agents to all eligible patients. In situations

where it is necessary to triage eligible patients, the Panel suggests:

s Prioritizing the treatment of COVID-19 over PEP of SARS-CoV-2 infection.
¢ Prioritizing the following groups over vaccinated individuals who are expected to

have mounted an adequate immune response:

o Unvaccinated or incompletely vaccinated individuals who are at high risk of
progressing to severe COVID-19
o Vaccinated individuals who are not expected to mount an adequate immune

response (e.g., immunocompromised individuals).

Providers should use their clinical judgment when prioritizing treatment or PEP in a
specific situation. When there are no logistical constraints for administering therapy,
these considerations should not limit the provision of anti-SARS-CoV-2 monoclonal

antibodies.
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