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COVID Vaccine Planning Update
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MISSION: Deliver 300 million doses of safe and effective vaccin® by 1 January 2021.
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A typical 8-month A typical 42-month process is accelerated by:

process is accelerated DY w | arge scale Phase Il linical trials of 30,000 volunteers allowing for rapid

collection and earlier analysis of safety and efficacy data of demographically
diverse populations by the FDA. reducing the typical 12-manth approval
process o three months.

B Two promising candidates began Phase Il clinical trials in July, with others to
follow quickly in coming months. Bafore beginning Phase lIl, candidates must
show safely data from animal and human studies.

B Creating vaccine
candidates immediately
after viral genome
sequence is avaitable.

m Using vaccine platforms
dmllguped for other = The U.5. Government funding at-risk, large-scale manufacturing of the most
diseases. promising vaccine candidates during Phase Il clinical trials to ensure any

vaccine proven to be sale and effective is available Immediately upon FOA
Emergency Lise Authorization {ELIA) approval or lcensure.

M R&D + Preclinical Trials Vaccine Candidate/s Identified
B Phase | Clinical Trials

W A tiered approach
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A typical 6-month A typical 15-month process is
precess is accelerated accelerated by

by:

 Planning far infrastructure and
distribution before the vaccines

based on COC .
DR are approved or authorized.
allocation methodology |~ ® COC leading distribution
wsed as part of planning with DaD
pandemic flu planning augmentation.
and the COVID-19
response will be used
to determine vaceing
distribution.

M Phase |l Clinical Trials M Manufacturing

* Phase |Il Clinical Trials Distribution

OPERATION WARP SPEED
ACCELERATED VACCINE PROGESS

A typical 12-manth FOA review
for EUA 2pproval or licensure is
accelerated by:

B Providing continuous safety
and efficacy data collected in
large Phase |l clinical trials,

https://www.businessinsider.com/coronavirus-vaccine-timeline-trump-operation-warp-speed-timeline-2020-8 - accessed 8/18/2020 2
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Presentation Notes
Federal agency partnership with the goal of delivering 300 million doses of a safe, effective vaccine for COVID-19 by January 2021.
Almost $10 Billion directed at this effort
OWS invests in and coordinates countermeasure development to harmonize efforts
Steps in normal drug development timeline happen simultaneously rather than consecutively
Funding manufacturing to begin before demonstration of efficacy, in return US owns vaccine output
Over 100 vaccine candidates in development, OWS focusing and investing in 6 front runners at the moment.


https://www.businessinsider.com/coronavirus-vaccine-timeline-trump-operation-warp-speed-timeline-2020-8

B
FDA Published Standards for COVID Vaccine Trials

 June 2020 FDA Published “Guidance for Industry”

* Key Principles
— Phase 3 trials should be Randomized, Placebo-controlled Efficacy Trials
— ~30,000 volunteers
— Study population: Diverse, > 18 yo, with subsets in high risk groups

— Primary Endpoint: Prevention of symptomatic COVID-19 disease
* Primary efficacy endpoint at least 50%

— Common Data Safety Monitoring Board (DSMB) across all trials (NIAID)
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Ensures all candidates will be evaluated in a consistent manner and we are comparing apples to apples.


https://www.fda.gov/media/139638/download

Front Runner Vaccine Candidates

_ Current Dose
3

AstraZeneca/Oxford Univ. AZD1222 Viral vector $1.2B 300M
Moderna mMRNA-1723 mMRNA 3 $1.5B 100M
SO & RIS Ad26 SARS-CoV-2 Viral vector 1/2 $1.5B 100M
(Janssen)

Novavax NVX-CoV2373 Protein subunit 1/2 $1.6B 100M
Pfizer/BioNTech BNT162 mMRNA 2/3 $1.95B 100M

GlaxoSmithKline/Sanofi = - Protein subunit Pre-clinical $2.1B 100M
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Worldwide – 29 candidates in clinical evaluation, 138 candidates in pre-clinical evaluation

2 already “approved” – China & Russia.



Interested in participating in a COVID Vaccine Trial?

COVID-19 Prevention Network — Volunteer Registry



https://www.coronaviruspreventionnetwork.org/clinical-study-locations/

COVID-19 Vaccine Planning Assumptions

* Limited COVID-19 doses will be available in fall of 2020
— October is target for CDC to have plans ready

* Initial populations recommended for COVID-19 vaccination will
likely be:
— Healthcare Workers
— Those that maintain essential functions of society
— Residents and staff at LTC facilities

* Initial doses may be authorized under EUA from FDA

* Likely 2 doses will be needed
—>21 or >28 days apart
— Both doses will need to be same product
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November 1 – CDC’s target for when first doses may be available.  Large scale vaccination campaigns more likely to occur in 2021.


COVID-19 Vaccine Planning Assumptions cont’d

 All vaccine candidates require some level of cold chain mgmt.

 Some candidates currently require ultra low cold chain (ULC)
— ULC means <-70°C

* Recommendation for target groups subject to change based on
vaccine supply and characteristics

* Planning should include high demand and low demand scenarios

* Routine immunization programs must continue
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System needs to allow for:

¥ Control: Targeted populations

¥ Tracking: Where the vaccine is (End-to-End visibility)
v Uptake: Know when shots are administered
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Distribution managed centrally
Allocated in number to states & other partners
States decide/allocate to end users
Product shipped directly to end users
Allocation to each jurisdiction will be data driven – many factors will affect distribution (population, vaccine uptake, data reported back, etc).  Need end to end visibility.
Will rely on use of existing vaccination program
Ancillary supplies also a focus of OWS
Will be acquired and “kitted” with the vaccine – WILL NOT INCLUDE SHARPS containers
Administration Kits (include things like syringes, needles, alcohol pads, & PPE)
Mixing Kits (include syringes & alcohol prep pads)
Need dose level accountability for ordering, distributing and administration
Reporting will be required to receive additional doses
Reporting mechanism still being refined but will include NCIR



Current Federal Level Planning Activities:

* Building model plans, by working with select state/local
jurisdictions that will be shared

* Collaborating with various agencies to determine priority groups

* Establishing MOAs with nationwide providers (large chain drug
stores and federal providers)




Current State Level Vaccine Planning Activities:

* Forming COVID vaccine planning team
* Reviewing existing mass vaccination plans
* Reviewing H1N1 lessons learned

* Assessing current status of
— Vaccine storage capabilities
— Pharmacy distribution
= Immunization registry
— Onboarding process for new users

10



Current suggestions for local planning activities:

* Form local COVID vaccine planning team
* Assess existing mass vaccination plans
* Review H1N1 lessons learned

* Think about high-risk groups in your community and ways to reach
them

e Stay current with the latest information
— Weekly LHD cali
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A few notes about Seasonal Flu:

* Increase Flu vaccine coverage among adults
— Target those at high risk for complications
— Reduce strain on healthcare system

 For the 2020-2021 Flu Season ONLY

— NCIP providers can use 2-way borrowing policy for flu vaccine

— Amount of flu vaccine that can be borrowed between stocks is not limited to a
certain amount

 LHD’s should expect communication from State IB soon
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LHDs should think about opportunities to increase flu coverage among adults. State IB planning to send an email to the LHDs soon.  In an effort to decrease the strain on healthcare system this fall, CDC is providing additional flu vaccine for adults, with a focus on adults at increased risk from flu complications. The Immunization Branch is revising the annual flu campaign this year to increase awareness of the importance for being vaccinated against flu.
For the 2020-2021 flu season only, all NCIP providers will be allowed to use the two-way borrowing policy with seasonal flu vaccine supplied by the Immunization Branch to prevent missed opportunities for both VFC-eligible and fully insured children to increase flu coverage. LHDs should plan accordingly as with any flu season to keep enough vaccine on hand for their anticipated patient population. We encourage LHDs to use the borrowing/replacement process to vaccinate insured children with VFC vaccine and/or use private purchased vaccine to vaccinate VFC eligible children in the event there is a delay in shipment of either stock.  The amount of flu vaccine that can be borrowed between stocks is not limited to a certain amount. 



Vaccine Planning Resources (Pre-COVID)

2019-2024 Public Health Emergency Preparedness (PHEP) Notice
of Funding Opportunity — Supplemental Guidance and Resources

Domain 4: Key Components of Pandemic Influenza Operational
Readiness

CDC - March 2019

Interim Updated Planning Guidance on Allocating and Targeting
Pandemic Influenza Vaccine during an Influenza Pandemic

CDC - December 2018
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https://www.cdc.gov/cpr/readiness/00_docs/PHEP_SupplementalGuidance_Key_Components_for_Pandemic_Influenza_FINAL_3.4.19.pdf
https://www.cdc.gov/cpr/readiness/00_docs/PHEP_SupplementalGuidance_Key_Components_for_Pandemic_Influenza_FINAL_3.4.19.pdf
https://www.cdc.gov/flu/pandemic-resources/national-strategy/planning-guidance/index.html

Additional Sources of Information

Advisory Committee on Immunization Practices (ACIP)
FDA COVID-19 Website

Clinicaltrials.gov

CDC COVID-19 Website

North Carolina COVID-19 Dashboard

WHO - Draft Landscape of COVID-19 Candidate Vaccines
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https://www.cdc.gov/vaccines/acip/meetings/index.html
https://www.fda.gov/emergency-preparedness-and-response/counterterrorism-and-emerging-threats/coronavirus-disease-2019-covid-19
https://clinicaltrials.gov/
https://www.cdc.gov/coronavirus/2019-ncov/index.html
https://covid19.ncdhhs.gov/dashboard
https://www.who.int/publications/m/item/draft-landscape-of-Covid-19-candidate-vaccines

uestions?

Tim Davis, PharmD
Eastern Region Pharmacist, NC PHP&R
Tim.Davis@dhhs.nc.qgov
252-822-2477
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