COVID-19: CALTCM Weekly Rounds
COVID-19 Vaccine & Treatment: Trials &
Distribution

Stay Calm
Stay Prepared
Stay Informed

CALTCM.org

Glfomia pssociato of ongTerm Gte Medidne

Webinar Series
COVID-19: CALTCM Weekly Rounds

November 16, 2020

11/16/20

CALTCM . .
/ CALTCM is a non-profit association.

Please consider supporting our efforts with
a donation to CALTCM and/or
by joining/renewing your membership today.

Visit: caltcm.org

Non-Profit Status
The California Association of Long Term Care Medicine (CALTCM) is currently exempt under section 501(c)(3) of the Internal
Revenue Code. Contributions or charitable donations made to our non-profit organization are tax-deductible under section
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Housekeeping

« To help keep background noise to a minimum, please mute your
microphone when you are not speaking.

« We invite you to turn on your camera and unmute your line to ask questions
and participate in the discussion.

« Feel free to raise your hand when you have a question.
« Please do not talk over others.
« Review your name and make any necessary adjustments.

« Close all other windows and apps, especially mail and messaging
programs.
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Chief Medical Officer, On Lok
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Phillip Peters, MD

Medical Officer, California Department of
Public Health; CDPH’s Antiviral Lead;
Therapeutics and Vaccine work group

Chair, Medical Advisory Committee,
California’s AIDS drug assistance program
(ADAP) and the Clinical Quality Management
Committee for California’s Ryan White Part B
program.
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Compassionate Care of California
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Geriatrician, Medical Director, Eisenberg
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Monoclonal Antibody Emergency Use Authorization —

Review of Allocation of Bamlanivimab in California

Philip Peters, MD
Medical Officer
California Department of Public Health

Many slides adapted from the Operation Warp Speed
Monoclonal Antibody Playbook
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Monoclonal antibodies (mAbs) directly neutralize the
COVID-19 virus and are intended to prevent progression

of disease
mAbs likely to be most effective when given early in
infection
About Product delivered via single administration (e.g., IV
Monoclonal infusion)
Antibodies Early evidence suggested promise of mAb products in

outpatient settings
« Early evidence from Eli Lilly mAb showed potential
to reduce hospitalization for infected people if given
early in infection in BLAZE-1 clinical trial
« FDA granted Emergency Use Authorization for
bamlanivimab on November 9, 2020
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Bamlanivimab Clinical Trials to Date

BLAZE-1 clinical trial [1] : 465 non-hospitalized adults * """ "™
« Secondary analysis of hospitalization or ER visit:
« Bamlanivimab: 1.6%
(4.2% age 2,65 or BMI 2, 35)
« Placebo: 6.3%
(14.6% age 2 65 or BMI 2.35)

ACTIV-3 clinical trial [2]: 326 hospitalized participants
« Bamlanivimab was discontinued as not beneficial

CALFCM L1 Chen . Niuia A, Hellr B, ot a, SARS-CoV-2 Neutraizing Antbody LY-CoVSSS in Outpatients with Covid10. o0
a ovember 16, 2020

JM. Electronically published: October 28, 2020. DOI: 10.1056/NEJM0a2029849
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https://www.phe.gov/emergency/events/COVID19/investigation-MCM/Bamlanivimab/Documents/OWS_MAB_%20playbook_10Nov20-508.pdf
file:///./pheecisilon00.file.cdphintra.ca.gov/homedir/PPeters/Review/Request%20Approval/20201113/Bamlanivimab%20Distribution%20Fact%20Sheet%20Nov%2013.docx
file:///./pheecisilon00.file.cdphintra.ca.gov/homedir/PPeters/Review/Request%20Approval/20201113/Bamlanivimab%20Distribution%20Fact%20Sheet%20Nov%2013.docx
https://www.niaid.nih.gov/news-events/statement-nih-sponsored-activ-3-trial-closes-ly-cov555-sub-study
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Bamlanivimab Clinical Indications

11/16/20

» Treat mild to moderate outpatient treatment
* Not asymptomatic and not hospitalized
« High risk for severe illness including BMI 2 35, chronic kidney

disease, diabetes, immunosuppression, or age 2 65 years.
Additional criteria for 2 55 years and for people 12 — 17 years

* Treat early — within 3 days of positive test (median 4 days from
symptom onset in clinical trial)
» Administered by intravenous (IV) infusion over 60 minutes

* Mandatory FDA MedWatch reporting of all medication errors and
serious adverse events or deaths

CALFCM hitp: w.cdph.ca rogr ID/DCDC/Pages/COVID-

1 Fact-Sheet asp.
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Two Phases of Allocation

» Phase 1: States and territories allocate bamlanivimab to hospitals and
hospital-affiliated locations only
» Phase 2: States and territories allocate to outpatient facilities
+ Urgent care clinics
« Outpatient office
« Patient home via telemedicine / home health service
+ Community sites / temporary tents
+ Nursing home

Alternate site of care will need same core capabilities and supplies as typical
site of administration

CALFCM L Vli OVID19/) November 16, 2020
MCM/B QWS MAB 2200/avbook 10Nov20-208.dL
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Bamlanivimab Allocations in California

* Week 1: 4040 vials allocated to California
» Weekly allocations expected

+ 1 vial = 1 dose = 1 treatment course

» Delivery for week 1 to acute care hospitals

* Allocation based on 7-day hospitalizations of COVID-confirmed
patients by county

* Allocations to be posted on the CDPH COVID guidance page:
hitps://www.cdph.ca.gov/Proarams/CID/DCDC/Pages/Guidance.aspx.

CALFCM November 16, 2020

18


https://www.cdph.ca.gov/Programs/CID/DCDC/Pages/COVID-19/Bamlanivimab-Fact-Sheet.aspx
https://www.phe.gov/emergency/events/COVID19/investigation-MCM/Bamlanivimab/Documents/OWS_MAB_%20playbook_10Nov20-508.pdf
https://www.cdph.ca.gov/Programs/CID/DCDC/Pages/Guidance.aspx
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Unique challenges to bamlanivimab administration

Appropriate Training and equipment to Additional

healthcare staffing accommodate IV infusion prep time
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Overview

Treatment likely most beneficial to patients if given early in symptom
progression

EUA requires administration of treatment as soon as possible after
confirmed positive test result and within 10 days of symptom onset
Strong partnership and communication between patients and HCP to
get right treatment to right patients at right time

Fast testing turnaround needed, to efficiently identify positive tests and
schedule for treatment

OWS Therapeutics:
Monoclonal Antibody
Playbook:

Based on what we
have learned to date
- early administration
of treatment needs
fast testing turn-
around and patient
scheduling

Example timeline

Onsetof  Clinical visitand  Confirmed Treatment
symptoms  diagnostic test  positive test

<3dayspost <2 days post <3 days post
symptomonset  diagnostic test positive test
result

Treatment needed within 10 days of symptom onset
Testing sites should recommend COVID* patisnts that are
high isk confer with their HCP on potential suitabilty for T

Please reference the EUA factsheet for specific treatment
ideli including window
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Readiness Checklist: Administration of Outpatient mAbs under EUA

Allocate dedicated space and develop plan to manage patient flow
Q Clear process for patients that are coming to clinical site including scheduling requirements
Q Admission process for COVID-19 positive patients designed to minimize risk of spread per facility
requirements / directions / guidelines'
1 Dedicated room available for treatment

Ensure dedicated source of supplies; which may be difficult to procure
O Needed infusion components obtained
Q Example: IV kits, infusion chair, IV pole, vital sign equipment, emergen 1S

Assign sufficient personnel to meet expected demand
Q Sufficient staffing plans in place for Nurse/IV tech, Physician, Pharmacist
- Likely need dedicated team to treat patients
Prepare for drug administration process
QO Pre-visit: Clear treatment and monitoring plan developed for during infusion
Q Treatment: 1-hour treatment and up 1-hour post-treatment observation
0 Emergency protocol defined for addressing potential infusion reactions or complications
Q Post-treatment: Clear process for patient follow-up defined using telemedicine as possible
Ensure process for reimbursement in place (non-drug administrative costs)

Prepare for reporting needs for adverse events and record keeping
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