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COVID-19 Vaccine

Rollout Plan:
* Distribution
* Priority populations
* CDC guidelines

* FDA approval process and where the vaccine is in the
process so far




State COVID-19 Vaccination Planning

. on Aug.
14, 2020

released Sept. 16, 2020
. submitted to CDC Oct. 16, 2020
. announced Oct. 16, 2020
* Limited initial doses not before Dec. 2020 with escalating availability
* Unprecedented new challenges, particularly storage & handling


https://www.hhs.gov/about/news/2020/08/14/trump-administration-collaborates-mckesson-covid-19-vaccine-distribution.html
https://www.cdc.gov/vaccines/imz-managers/downloads/COVID-19-Vaccination-Program-Interim_Playbook.pdf
https://chfs.ky.gov/agencies/dph/covid19/InitialDraftKentuckyVaccinationPlan.pdf
https://www.hhs.gov/about/news/2020/10/16/trump-aministration-partners-cvs-walgreens-provide-covid-19-vaccine-protect-vulnerable-americans-long-term-care-facilities-nationwide.html

Logistics

* Providers (hospitals, pharmacies, clinics) must sign a COVID-19
provider agreement.

* Providers must be connected to KY Immunization Registry (KYIR) and
Kentucky Health Information Exchange (KHIE) to order, receive, and
document administration of vaccine.

* KYIR is connected to the CDC software platform for ordering, tracking,
and documenting doses.

* McKesson will direct ship vaccines to enrolled vaccinators.



Multiple Critical Components to Vaccine Implementation

Communication and Stakeholder Guidance
(state, local, special populations, private sector partners, public)

Prioritizing Allocation Distribution Administration Safety, Effectiveness, Vaccine
population of Vaccine (MFR-Dist- State) Uptake, Second dose Recovery
——

Supply - Monitor, Track, Report

Vaccine Uptake, Use, and Coverage — Data

ADE and VE Monitoring and Reporting

Regulatory Considerations



https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2020-07/COVID-05-Messonnier-508.pdf

As volume of doses available increases, we will be able
to vaccinate broader populations

Maximum ¢

Volume
doses

available
(per month)

Key
factors

Ramp up

Peak

eConstrained supply

*Focused administration to target populations
where high coverage will be essential for
public health (e.g., healthcare and essential
workers, individuals long-term care and
assisted living facility residents)

eGreater supply

e Continued administration to target
populations as well as to general
population

*USG will work to ensure physical &
financial access for all


https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2020-07/COVID-05-Messonnier-508.pdf

FRAMEWORK FOR

EQUITABLE
ALLOCATION OF

COVID-19
VACCINE

nap.edu/VaccineAllocation

Framework for Equitable Allocation of
COVID-19 Vaccine

Read the full report and the
committee’s recommendations

SUMMARY

S-9

Phase 1

Phase 1a “Jumpstart Phase’

e High-risk health
workers

e First responders

A

Phase 1b

e People of all ages
with comorbid and
underlying conditions
that put them at
significantly higher risk

e Older adults living in
congregate or
overcrowded settings

Equityis a
crosscutting
consideration:

Phase 2

e K-12 teachers and school staff and
child care workers

o Critical workers in high-risk
settings—workers who are in
industries essential to the function-
ing of society and at substantially
higher risk of exposure

e People of all ages with comorbid and
underlying conditions that put them
at moderately higher risk

e People in homeless shelters or
group homes for individuals with
disabilities, including serious mental
illness, developmental and intellec-
tual disabilities, and physical
disabilities or in recovery, and staff
who work in such settings

e People in prisons, jails, detention
centers, and similar facilities, and
staff who work in such settings

e All older adults not included in
Phase 1

FIGURE S-2 A phased approach to vaccine allocation for COVID-19.

) Phase 3

e Young adults

e Children

e Workers in industries
and occupations
important to the
functioning of society
and at increased risk of
exposure not included
in Phase 1 or 2

Phase 4

e Everyone residing
in the United States
who did not have
access to the
vaccine in previous
phases

In each population group, vaccine access should be prioritized
for geographic areas identified through CDC'’s Social Vulnerability
Index or another more specific index.



https://www.nap.edu/catalog/25917/framework-for-equitable-allocation-of-covid-19-vaccine
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Coronavirus Disease 2019 (COVID-19)

YOUR HEALTH

How CDC Is Making COVID-19 Vaccine
Recommendations

Updated Oct. 13, 2020 Languages ~ Print ﬁ O @ 8 @

CDC is making coronavirus disease 2019 (COVID-19) vaccination

recommendations for the United States based on input from the Advisory ACIP's role

Committee on Immunization Practices (ACIP). ACIP is a federal advisory

committee made of up of medical and public health experts who develop CDC's vaccine

recommendations on the use of vaccines in the U.S. public. ACIP holds recommendation >
regular meetings, which are open to the public and provide opportunity for process

public comment.

= ACIP Resources: Meeting agendas, minutes, live meetings, and presentation slides



https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations-process.html

The Vaccine Life Cycle

GUIDE safety at every phase
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LEARN FDA vACCINE DEVELOPMENT + APPROVAL PROCESS http://lgo.usa.govixvvNd
MORE CDC vACCINE SAFETY MONITORING + RESEARCH http://go.usa.govixvvNe




U.S. Food & Drug Administration (FDA)

* Vaccine manufacturers will submit Emergency Use Authorization
(EUA) applications when they have sufficient data

* Multiple vaccine candidates are in phase 3 trials (see next slide)

* Visit for current status



https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/covid-19-vaccines

COVID-19 vaccines in human clinical trials — United States*

Candidate Manufacturer Type Phase  Trial characteristics Trial # Recruiting
mRMNA-1273 Moderna TX, Inc. mRMNA 1l = 2 doses (0, 28d) NCT04470427
=  IM administration v

= 18-55, 56+ years

mRMNA-BNT162  Pfizer, Inc./BioNTech mRMA 1m =  Single or 2 doses NCT04368728
*  |M administration v
= 18-85 years

AZD1222 University of Viral vector (NR) 1l = 2 doses (0, 28d) NCT04516746
Oxford/AstraZeneca *  |M administration On Hold
consortium™** = 218 years

ad26C0vs1 Janssen Pharmaceutical Viral vector (NR) il * 2 doses (0,56d) NCT04436276
Companies *  |M administration ¥

=  18-55, 65+

- sanofi/G5K Protein Subunit 01| =  Single or 2 doses NCTD4537208 v

« 18-49, 50+

NVX-CoV2373 Novavax Protein Subunit il NCTO436B098E v

AV-COVID-19 Aivita AuDendritic cell 11 NCT04386252

INO-4800 Inovio Pharmaceuticals,  DMNA plasmid I = 2 doses (0, dw) NCT04336410
Inc. *  SC administration/ electroporation

* =18 vyears

*as of September 14, 2000
**Currently on hobd in W%
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2020-09/COVID-01-Bell.pdf

Thank you!

Steven J. Stack, MD, MBA
Commissioner

Kentucky Department for Public Health

kycovid19.ky.gov

Y

KentuckyPubhc Health

eeeeeeeeeeeeeeeeeeeee




