COVID-19 Vaccination Program:
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Operations
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CONTEXT
Historically, the fastest vaccine ever developed was done in four years
For COVID-19, the U.S. Government has spent $10 billion so far
to develop a vaccine by January 2021
Governments around the world have purchased more than 4
billion doses of vaccines, with the U.S. at 800 million initial
doses and options on another 1.6 billion doses
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Two vaccines furthest along are Pfizer and Moderna
§ Pfizer has administered the second of two doses to
more than 24,000 participants in its 44,000-person
clinical trial
§ Moderna went from genetic sequence to first volunteers
in a record 63 days. Administered both doses of its
vaccine to more than 15,000 of its 30,000 trial
participants.

CONTEXT
Vaccine Details
Both Pfizer and Moderna require deep cold storage, -97 and -4
respectively.
Pfizer devised “thermal shippers”
• Unopened can last for 10 days
• After opened, need to add dry ice after 24 hours
• Minimum of 975 doses
• Not good for rural areas
Multi-dose vials to be used within 6 hours of opening
Moderna 10 dose vials
Careful patient scheduling required
Moderna vaccines 21 days apart, Pfizer 28 days
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CONTEXT
Vaccine Details

FDA EUA approval is still investigational
status. Clinical trials will continue after EUA,
and more safety data will be collected
Manufacturers are already producing doses
No pediatric option at this point
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CONTEXT: PUBLIC PERCEPTION
§ Polls show growing distrust of the COVID-19 vaccine
development process.
§ Pew Research Center found 21% drop in percentage of
adults who would definitely get the vaccine in 4 months
§ A Gallup survey found 35% of Americans would not get
a COVID-19 vaccine even if the vaccine were approved
by the FDA and available to them at no cost
§ During a recent phone briefing on Operation Warp
Speed, HHS senior administration officials
acknowledged the need for a national informational
campaign, but worried there were still too many
unknowns, including for whom the vaccine would be
effective, or how many doses would be available by the
end of the year.
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OPERATION WARP SPEED: 300 MILLION DOSES
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COVID-19 Vaccination
Program: Interim Playbook
for Jurisdiction Operations
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RESPONSIBILITIES OF STATE/LOCAL GOVERNMENTS
Although there will be a centralized distributor,
McKesson, planning and implementation of the
vaccine plans will be decentralized

§ CDC is executing an existing contract option of

$178 million with McKesson to support vaccine
distribution.
§ McKesson will work under CDCC guidance to ship
COVID-19 vaccines to sites where shots will be
administered

By October 16, 2020, jurisdictions (state, territory,
and local government) are required to develop a
‘microplan,’ through which it will identify
vaccination sites and the necessary logistical
considerations and lay out how the sites will be
onboarded on to IT systems
8

CDC SLIDE

9

CDC SLIDE
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RESPONSIBILITIES OF STATE/LOCAL GOVERNMENTS
States will have a wide range of responsibilities in planning to distribute vaccines, and ensuring
consistent communication with citizens, providers, and monitoring and tracking vaccinations.

Population
Prioritization

Coordinating
Provider
Enrollment

Data Collection
and Reporting to
CDC
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Distributing
Vaccine to Small &
Medium-sized
Providers

Vaccine
Monitoring

Communication to
Citizens

Tracking

STRUCTURE, PARTNER INVOLVEMENT
Organizational Structure
• Responsibility for vaccine distribution is a combined state and local responsibility, including tribal governments
• Roles and responsibilities related to the vaccine distribution program should be clearly delineated

Partner Involvement
• Each partner should develop an internal vaccine team that includes a variety of expertise including clinical, legal, public
affairs and emergency planning
• Aligning areas of responsibility between state and local teams can improve coordination and reduce duplicative action
• State to closely monitor the activity of the local partners to ensure adherence with federal guidance and requirements

Vaccine Program Implementation Committee
• Vision
CDC states that state and/or local
jurisdictions
should establish a Vaccine Program Implementation Committee to
Federal
organizations
enhance plan development, reach of activities, and risk/crisis response communications.
• Committee membership should include leadership from the jurisdictions’ internal teams, key vaccine program
providers and groups identified by the CDC
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POPULATION PRIORITIZATION

Vision
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Federal organizations

NATIONAL ACADEMIES DRAFT FRAMEWORK FOR
EQUITABLE ALLOCATION OF A COVID-19 VACCINE
Criteria for Allocation
•

•

•

•

Allocation Phases

Population Group

1a

High risk workers in health care facilities

Risk of acquiring infection: Higher priority given to
individuals who have a greater probability of being in
settings where COVID-19 is circulating and exposure
to a sufficient dose of the virus.

1a

First responders

1b

People with significant comorbid conditions

Risk of severe morbidity and mortality: Higher priority
given to individuals who have a greater probability of
severe disease or death if they acquire infection.

1b

Older adults in congregate or overcrowded
settings

2

Critical risk workers, teachers and school staff

2

People with moderate comorbid conditions

2

All older adults, people in homeless shelters

2

Incarcerated/detained people and staff

3

Young adults, children, critical risk workers (part
2)

Risk of negative societal impact: Higher priority given
to individuals with societal function and upon whom
other people’s lives and livelihood depend directly and
would be imperiled if they fell ill. It does not consider
their
wealth or income, or how readily an individual
Vision
could be replaced in a work setting, given labor market
conditions.
Risk of transmitting disease to others: Higher priority
given to individuals who have a higher probability of
transmitting the disease to others.
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PROVIDER RECRUITMENT AND ENROLLMENT

Early COVID-19
Vaccination
Providers/Settings

Traditional and
Nontraditional
Vaccination
Providers and
Settings
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Large hospitals and health systems
Commercial partners (e.g., pharmacies)
Mobile vaccination providers
Occupational health settings for large employers
CAHs, RHCs, community health centers, or other central locations
that can provide vaccination services for a broad area
§ *CDC is working to engage large pharmacy partners to assist with
on-site vaccination in LTCFs.
§
§
§
§
§

§
§
§
§
§
§
§
§
§
§

In-patient healthcare facilities
LTCFs, FQHCs and RHCs
Doctors’ offices and other outpatient facilities
Pharmacies
Occupational health settings
Organizations serving people at higher risk for severe illness from
COVID-19
In-home care provider organizations
Congregate settings, locations where people 65+ gather
Colleges and universities
Homeless shelters

ALLOCATION, ORDERING, DISTRIBUTION AND INVENTORY
Allocation
The federal government will determine the amount of COVID-19 vaccine designated for each jurisdiction. The
jurisdiction’s immunization program will then be responsible for managing and approving orders from enrolled
providers within their jurisdiction using this allotment. Allocation should be based on:
• ACIP recommendations (when available)
• Estimated number of doses allocated to the jurisdiction and timing of availability
• Populations served by vaccination providers and geographic location to ensure distribution throughout the
jurisdiction
• Vaccination provider site vaccine storage and handling capacity
• Minimizing the potential for wastage of vaccine, constituent products, and ancillary supplies
• Other local factors

Ordering
Federal
organizations
• COVID-19 vaccination providers
enrolled
by the jurisdiction will order COVID-19 vaccine through their jurisdiction’s
Vision

immunization program
• Large providers can order directly from McKesson if they can provide 150,000 vaccines per week; 2) have 200 sites;
or 3) fill a jurisdictional gap
• The minimum order size and increment for centrally-distributed vaccines will be 100 doses per order.
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ALLOCATION, ORDERING, DISTRIBUTION AND INVENTORY
Distribution
• COVID-19 vaccines and ancillary supplies will be procured and distributed within 48 hours of order
approval and at no cost to enrolled COVID-19 vaccination providers.
• CDC does not pay or reimburse jurisdictions, COVID-19 vaccination provider organizations, facilities
or other entities for any redistribution beyond the initial designed primary CDC ship-to location, or
for any vaccine refrigerators and/or qualified containers

Inventory Management
• COVID-19 vaccination providers will be required to report inventory of COVID-19 vaccines, and
jurisdictions must ensure this inventory information is submitted with each order.
• If authorized by an EUA,
vaccines
will contain slight variations in expiration date, manufactured
Federal
organizations
Vision
dates, 2D barcodes and QR codes than approved FDA products.
• A list of authorized COVID-19 vaccine products with corresponding EUA fact sheets will be available
for healthcare providers and vaccine recipients, and HHS will provide up-to-date expiration
information by vaccine lot on their website
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VACCINE STORAGE AND HANDLING
For a reliable cold chain, three elements must be in place:
• Well-trained staff
• Reliable storage and temperature monitoring equipment
• Accurate vaccine inventory management
In addition, satellite, temporary, or off-site clinics in
collaboration with community or mobile vaccinators may
assist jurisdictions in providing equitable access for COVID19 vaccination.

It is possible the government will sign contracts with other
Vision
commercial entities to handle refrigerated storage
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COVID-19 Vaccine Payment
Medicare
Ø The CARES Act requires commercial plans, Medicare and MA plans to cover the vaccine without
cost-sharing. HHS has stated it will reimburse providers at Medicare rates for providing the
vaccine to the uninsured.
Ø Emergency Use Authorization (EUA)
Ø Medicare won’t cover the cost of administering any coronavirus vaccine approved for
emergency use
Medicaid
Ø Vaccines for Children (VFC) program covers uninsured children and those with Medicaid
coverage.
Ø The House-passed HEROES Act would expand the state Medicaid option to cover the uninsured
for testing to include coverage for COVID-related treatment and vaccines.
Ø Medicaid immunization coverage for traditional adults is a state option. Adults enrolled in Medicaid
as part of the ACA expansion are entitled to all immunizations required for ACA-compliant plans,
including coverage of all routine government-recommended vaccines
Commercial Insurance
Ø The government has been working with commercial insurers to make sure their members don’t
face copays, HHS officials have said.
Ø The ACA requires that all vaccines recommended by the Advisory Committee on Immunization
Practices (ACIP) be covered without cost sharing by non-grandfathered commercial health
insurance plans and Medicaid expansion programs.

Administering the
vaccine can require
office visits and fees
for providing a shot.
The government
would cover those
costs under the
CARES Act, but
Medicare wouldn’t
cover those
administrative costs.
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DOCUMENTING AND REPORTING, SECOND-DOSE REMINDERS
CDC requires that vaccination providers enrolled in the COVID-19 Vaccination Program report certain data elements for each dose
administered within 24 hours of administration. Second-Dose Reminders: Jurisdictions must put processes in place to match first and
second doses including addressing the need to exchange data with or query other jurisdiction’s systems and/or the Immunization Data
Lake to obtain immunization history.

Immunization
Information
Systems

VAMS

§ IIS also known as vaccine registries are typically maintained by
jurisdictions at either the state or local level. IIS capabilities vary,
although many are integrated with EHRs and/or HIEs.
§ Jurisdictions should ensure they have solid infrastructure capable
of meeting COVID-10 response data exchange, storage, and
reporting requirements. For instance, the jurisdiction must use a
system that supports dose-level accountability. IISs should also be
capable of sending second-dose reminders.
§ Vaccine Administration Management System, co-administered by
CDC and FDA, is the national frontline monitoring system for
vaccine safety.
§ Supplement existing state registries
§ CDC is requiring information that some states are not allowed to
share.
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GUEST SPEAKER: JIM BLUMENSTOCK
Jim Blumenstock, Senior Vice President, Pandemic Response and Recovery
Association of State and Territorial Health Officials (ASTHO)
Jim holds the position of Senior Vice President for Pandemic Response and Recovery and is responsible for the
coordination and oversight of all ASTHO COVID-19 pandemic related activities
Prior to this appointment in August 2020, he was the Chief Program Officer for Health Security for almost 15
years. His portfolio included the program areas of infectious diseases, immunization services, environmental
health, and emergency preparedness and response. Jim also serves as a member of the Association’s Executive
Leadership Team responsible for enterprise-wide strategic planning, administrative services, member support,
and public health advocacy.
Prior to his arrival at ASTHO on November 1, 2005, Jim was the Deputy Commissioner of Health for the New
Jersey Department of Health and Senior Services where he retired after almost 32 years of career public health
service in various capacities. Jim is the proud recipient of the ASTHO 2004 Noble J. Swearingen Award for
excellence in public health administration and the Dennis J. Sullivan award, the highest honor bestowed by the NJ
Public Health Association for dedicated and outstanding service and contribution to the cause of public health. He
is also a scholar of the UNC Public Health Leadership Institute, completed the Harvard National Preparedness
Leadership Initiative and the Naval Postgraduate School Center for Homeland Defense and Security’s Executive
Leaders Program, currently holds a faculty appointment to the Georgetown University School of Medicine’s
Department of Family Medicine, and held an elected office serving his community for 12 years.

