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Methods for Monoclonal Antibody (mAb) Therapy

 mADb authorized by FDA and allocated by HHS to the states (and
others)

* mAD therapy is allocated from the states to healthcare facilities

* Michigan initially supplied exclusively hospitals as community “depot” ASPR
— Supply intended for hospital use but also for broad community s

— Since, expanded direct allocation to others (LTC pharmacies, r DA
infusion clinics)

« State’s concerns: Equity, Safety, and Efficacy

* Electronic Patient Profile Form submitted for each patient treated &fggy
» Electronic Follow-up Form for admissions/deaths within 14 days of REGENERON
mADb

» Follow-up brief phone interviews to evaluate post-mAb course AmerisourceBergen
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MAD in Michigan — Supply >>> Demand

mAb Therapy Allocated to Michigan (19,002 Total) vs. Patients Reported to be
Treated with mAb Therapy (N=1,501) 11/9/2020 to 1/5/2021

~8% mAb
Allocated has
Reportedly Been

| ' used
JJJ j H Patients Treated
%% m Casirivimab/Imdevimab Allocated

Week 2 Week 3 Week 4 Week 5 Week 6 Week 7 Week 8 m Bamlanivimab Allocated

* %k

*Partial week **Source: HHS/ASPR www.phe.gov
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Hospital Use (or Lack Th

» Use reported by 50 of 138 (36%) hospite .
« 221 (15%) patients at one hospital
* 10 hospitals treated ~60% of patients
— 12 hospitals treated 1% of patients
* Detroit (91) vs. Upper Peninsula (157)
 Smaller vs. larger hospitals >¢
— Level 1/2 trauma centers: 20 <
— Non-level 1/2 trauma centers: 30
* Medication used
— Bamlanivimab: 97%
— Casirivimab/Imdevimab: 3%
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mAb Therapy by Administering Hospital or Health Care Facility - N=1,501

Mchigan Medicne I 196
Meclaren Filnt - I—— 123

e MmADb and Michigan Hospitals

Hurley Medical Center N 65

Spectrum Health Hospitals I MEENNN 64

St. Joseph Mercy Oakland I 63
Ascension St John Hospital
Memorlal Healtheare

OSF Healtheare

ProMedica Monrce Reglonal Hospital
Henry Ford Hospital

UP Health System - Marquette
ProMedica CV Hickman Hospital
Caphtol Infectious Disease Assocaltes-BC
Northern Michigan MedCenter
Dickinson County Healtheare System
Grand Raplds Home for Veterans
Metro Health-Un versity of Michigan Health
Covenant HealthCare

Henry Ford Allegiance Health

Mercy Health Salnt Mary's

Hills & Dales General Hospital
Regency on the Lake

st. Joseph Mercy Ann Arber

VA Hospltal Ann Arbor

Marwood Nursing & Rehab

Mclaren Bay Reglon

Lake Huron Medical Center

Aspirus Iron River Hospital
Ascension St. Joseph Hospital
Henry Ford Wyandotte Hospital

St. Mary Mercy Hospital

Timbers of Cass County

Harbor Beach Community Hospital
Baraga County Memorial Hospltal
Canal View - Houghton County
Schooleraft Memorial Hospital
Mackinac Straits Hospital

Top 10 Hospitals

Michigan Medicine [T 1906
MclLaren Flint [N 123
MidMichigan Health | 117
Spectrum Health Lakeland [ 74
Holland Hospital GG 66
Hurley Medical Center N 65
kst o Spectrum Health Hospitals NN 64
m“;“::m:m EE St. Joseph Mercy Oakland N 63

Chippewa County War Memorlal Hospital [ 4 . .
M o tacige N4 Ascension St John Hospital |GG 61
Jacobett] Home for Veterans I 4 .

upes e el 13 Memorial Healthcare |GG 41
Ascenslon St. Mary's Hospital 13

Pine Rest Christian Mental HealthServices 13
Ascenslon Providence 13

GreatLakes PACE | 2
Misslon Poirt of Hancode | 2

Aspirus Ironwood Hospital | 2

Helen Newberry Joy Hospital | 2

Meclaren Oakland | 2

Ascension Borgess Hospital |1

Sturgls Hospital |1

Oaklawn hospital |1

Caphtol Infectious Disease Assocaltes-EL |1 ASPR T R A C ‘ E

Garden Oty Hospital |1
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Demographics

mAb by Age Group - N=1,501

457

Mean Age: 63.8
Median Age: 65
Range: 15 to 104
1Q Range: 55 to 74

226
170
98
I S N S B e e

15-24 25-34 35-44 45-54 55-64 65-74 75-84 85-94 95-105

mAb by Race - N=1,501

= Black or African American

A . Indi Asian
merican Indian or
1%
Alaska Native 138, 9%
1% Hispanic or Latino

3%

Native Hawaiian or Other
L Pacific Islander
0%
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Risk Factors for Disease Progression & Signs and Symptoms

mAb Therapy by Risk Factors for Disease Progression N=1,506
1000 93¢
900 e :
Qualifying Signs and Symptoms
800
(N=1,506)
700 * Dyspnea: 48.1%
c00 » Tachypnea/Tachycardia: 10.0%
¢ Other Symptoms: 96.7%
500
423
400
300 251 255
200
100 86 70 64
. ] I e 1
Age >64 YO Age 55 to 64 with Risk BMI >34 Chronic Kidney Disease Diabetes Immunosuppressive  Immunosuppressive No Risk Factors
Factors Disease Treatment

Unclassified//For Public Use ASPR 'rRACIE

nnnnnnnnnnnnnnnnnn




MAD Infusion Location and post-mAb Destination

mAb Therapy by Location Type of Infusion - N=1,500 Post-mAb Infusion Destination N=1,487
Home care setting i Hospital Admission N
Outpatient Clinic 0.1% LTC, Other P[""i;'ﬁ" ED, Not Admitted
. . i 1.2% O . 0.2%
\
- Homeless e
768 0.3% ’
Long Term Care 6.6

Facility
6.0%

Infusion Center_ _ S
(general) Emergency
2.9% Department

EY RS

Infusion Center H 0 m e

(COVID-19 specific)

o 89.1%

" Home Care Setting
1.1%
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Safety: mADb Infusion Related Problems

mADb Therapy Infusion Related Symptoms N=1,501

30
- 94.6% report no problems
No severe adverse events
20 No reported anaphylaxis
15
12

10
5

n :
0 - i =

Fever or Nausea Headache Hypotension Rash Pruritis Dizziness Altered Other, Non-
Chills Mental Severe
Status
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Efficacy: Post mAb Admission Rate and Outcome

Age Immuno- Immuno-
>64 Age 55-64 Suppress Suppress
Total YO w/RF BMI >34 CKD DM Disease Treatment
772 457 110 231 42 136 31 33
39 22 2 15 3 8 0 3
5.1% 4.8% 1.8% 3.6% 7.7% 5.9% 0.0% 10.0%
Reported Hospitalization Rates in
Untreated High-Risk Patients from

Clinical Trials
9to 15%

Phone Interviews N=152
e Admit: 5.9%

e 2-Day Improved: 66.4%

* Now improved: 96.6%
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Operation Holiday Delivery

« Rapid Response to LTCs with 6 outbreaks
— 6 counties, 5 SNFs, 1 Assisted Living

« Resources: State Mobile Nursing Crisis
Teams + Local EMS/Paramedics

« QOutcomes: 101 patients, 3 admits, 1 death
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Access to LTC Patients

Awareness Delivery Options
 Facility Medical Director/Clinicians Transport to infusion
« Local Public Health center or ED

 Healthcare Coalitions * SNFs - Internal Staff
« Home care/infusion

 EMS (per protocol)
Special Team
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MRDHHs  Summay  BRETP

Michigan Depar of EMS, Trauma & Preparedne

 mADb therapy is underutilized in Michigan
 mADb supply far exceeds current demand
« Bamlanivimab has been found to be safe

 Treatmentin LTC settings of large numbers of patients can be safe
and efficient using multi-disciplinary teams

 Ability of mAb to reduce hospitalizations remains to be determined
but preliminary experience is encouraging
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Contact Us

‘%

asprtracie.hhs.gov 1-844-5-TRACIE  askasprtracie@hhs.gov

falesw@michigan.gov
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