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* Introductions
e Session goals & format

 CME available (0.5 AMA PRA Cat 1 Credit/session)

» If CME desired, pls email your name & session
attended to COVIDCME.DHHS@maine.gov

e Future sessions

e Current context


mailto:COVIDCME.DHHS@maine.gov
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COVID-19 Vaccines — Info for Clinicians

* Context

* Science of vaccines

* Vaccine development & approval process
* Viral variants

* New vaccines

* Promoting vaccine equity

* Vaccine hesitancy

* Reporting & tracking adverse events



COVID-19 Viral Variants

e Variants are expected result of spontaneous
mutations, accelerated by rapid spread

* Can be single letter “typos” in viral genetic
code, or longer insertions or deletions

e Several mutations have affected spike (S)
protein, increasing avidity of receptor binding

e Result is in marked increase in viral replication,
resulting in substantial increase in
transmissibility



COVID-19 Viral Variants

Variant Designation m Mutation Impact

B.1.177 (20.A.EU1) Spain May 2020 Changes to spike

protein

B.1.1.7 (201/501 UK Sept 2020 50% more

YV1) transmissible

B.1.351 (20H/501 South Oct 2020 Changes to spike

Y.V2, E484K) Africa protein may help virus
evade neutralizing
antibodies

B.1.1.28, P.1 Brazil, Jan 2021 TBD

(20J/501Y.V3) Japan

https://jamanetwork.com/journals/jama/fullarticle/2776039



https://jamanetwork.com/journals/jama/fullarticle/2776039?guestAccessKey=95a63aed-2ad3-40a2-ac00-b3c38a0b1041&utm_source=silverchair&utm_medium=email&utm_campaign=article_alert-jama&utm_term=mostread&utm_content=olf-widget_02042021

Implications ot Variants

* Variants emphasize the importance of:
— COVID-19 mitigation basics, especially masking,
physical distancing

— Efficient vaccine rollout: Less transmission = less
viral replication = fewer opportunities for
mutation/viral evolution

— Active molecular level surveillance

— Ability to evaluate effectiveness of vaccines against
variants, ability to adapt vaccines, potential role of
“booster” doses



Major Types of COVID Vaccines
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https://pubs.asahq.org/monitor/article/84/8/17/108610/Update-on-COVID-19-Vaccine-Development

J&J Adenovirus Vector Vaccine

Topline results reported in J&J press release Jan 29, 2021 —
full clinical trial results pending; FDA review pending

Single dose 72% effective in US, 66% effective across all

sites at preventing moderate to severe COVID-19 at 28D
post-vaccination

85% effective across all sites in preventing severe disease

Offered complete protection against COVID-19 related
hospitalization and death at D28

Provided protection against severe disease across sites,
ages, and across multiple virus variants, including South
African/ B.1.351 lineage

www.jnj.com/johnson-johnson-announces-single-shot-janssen-covid-19-
vaccine-candidate-met-primary-endpoints



https://www.jnj.com/johnson-johnson-announces-single-shot-janssen-covid-19-vaccine-candidate-met-primary-endpoints-in-interim-analysis-of-its-phase-3-ensemble-trial

Novavax Protein Subunit Vaccine

Topline results reported in Novavax press release Jan 28,
2021 reporting results from UK & SA trials

89.3% efficacy in UK trial (approx 15K participants)

UK variant present in 50% of confirmed cases

— Vaccine 95.6% efficacy against original COVID-19 strain
— 85.6% efficacy vs UK variant (B117)

60% efficacy in South Africa (small interim analysis)

Phase 3 trials in US & Mexico still under way; expect to
complete enrollment by mid-Feb

https://ir.novavax.com/news-releases/news-release-details/novavax-
covid-19-vaccine-demonstrates-893-efficacy-uk-phase-3 10



https://ir.novavax.com/news-releases/news-release-details/novavax-covid-19-vaccine-demonstrates-893-efficacy-uk-phase-3

COVID Vaccines

& Etticacy

Platform Non-clinical results Number Protection from [ Protection from Efficacy against
of people  hospitalization/ J severe disease from [ milder disease
who got death due to COVID-19 (may not J| from COVID-19
vaccine COVID-19 be hospital)

mRNA-1273 Neutralizing Abs; ~15,000 100% 100% (30 cases in 94.1%

moderna mRNA in lipid Strong Th1 response; placebo arm; 0 in

nanoparticle protection from vaccine)

challenge

BNT162b2 Neutralizing Abs; ~18,600 100% 100% (9 cases in 95%

mRNA in lipid Strong Thl and Th2 placebo arm; O in

nanoparticle response; protection vaccine)

from challenge
AZD 1222 Neutralizing Abs; ~5800 100% 100% (15 in placebo; | 90% half-full-
Non-replicating Strong Thl and Th2 0 in vaccine) dose; 70%
AstraZeneca Chimp Adenovirus- response; protection overall; 76%
DNA from challenge with 1 dose
INJ-78436725 Neutralizing Abs; ~22,000 100% 85% (across South 72% US; 66%
Gof A Non-replicating Strong Th1 and Th2 Africa, U.S., Latin Latin America;
MION: MATHN
v 4 human response; protection America 57% S. Africa
adenovirus/DNA from challenge

NVX-CoV2373 Neutralizing Abs; ~9700 100% 89.3% UK; 60%

NQVAVAK Spike protein/RBD + protection from S. Africa

Matrix M adjuvant challenge

Ad26 and Ad5 Neutralizing Abs; ~14964 100% 100% (20 in placebo; | | 91.6%

SputnikV | adenovirus/DNA Strong Th1 and Th2 0 vaccine)

Table courtesy of Monica Gandhi, MD, MPH, UCSF
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Maine Phases for Vaccine Distribution™

Phase 1a Phase 1b Phase 1c

* Health Care  Older adults * Other essential
Personnel « > 70 yo! —>|  workers

* Residents & staff ™%« g5.69 yo?
of long-term care e Persons with
facilities high-risk medical

* Public safety conditions Fhase 2

» State COVID * Frontline . ;ersinj agedd e
response critical essential workers elinioblea ready
personnel 5

*Updates posted to Gov Mills COVID Vaccine website: www.maine.gov/covid19/vaccines
170+yo: Currently being vaccinated

2 65-69y0: Anticipate starting vaccination early March

NOTE: Facilities booking appts listed at: www.maine.gov/covid19/vaccines/vaccination-sites



http://www.maine.gov/covid19/vaccines
http://www.maine.gov/covid19/vaccines/vaccination-sites

Gov Mills Info COVID Vaccine

{5 Select Language |
o = STATE OF MAINE

Covid-19 Response

Office of the Governor

COVID-19
Vaccination in
Maine

Maine is committed to an accessible,
flexible, and equitable vaccination effort.

Due to limited vaccine supply, our vaccination strategy has two 1 95,245

Cumulative reported vaccinations

immediate goals:

1. 5ave the lives of Maine people at greatest risk of serious illness
or death from COVID-19.

2. Protect those directly engaged in the fight against COVID-19. 1 42'325

First Doses ‘ Second Doses

52,920

Once vaccine supply increases, Maine will offer vaccination to Last updated 2-8-2021
everyone as soon as possible,

To learn more about this process and when you can expect your . . . .
COVID-19 vaccination, please consult our FAQs and Latest Updates. UM Nalg s EOVINSL S yact ATt Hashtoasd

www.maine.gov/covid19/vaccines 13



http://www.maine.gov/covid19/vaccines

Gov Mills Info COVID Vaccine

cC 0 #@ maine.gov/covid19/vaccines

COVID-19 Blue Willow/K3West 9% LML Theranest Cale...

£ Chrome Settings/cl... & Google & Gmail Inbox - carea... @ MBPN Livestream

When can I get vaccinated?

Due to the limits on vaccine supply, Maine is using a phased approach to providing vaccines, While
vaccination is planned to proceed consecutively through the groups and phases below, flexibility in

order is expected to ensure Maine maximizes every dose it receives.

Maine is currently in Phase 1a.

Given the limited supply, only Maine residents may receive o vaccine
o in Maine at this time.
December through January
|
= % Phase 1b: February through April

{
{
a 11 ’ m % Phase 1c: May and June

¥ Phase 2: June and Beyond

fhase to determine when
or vaccination.

How to get a vaccination

Phases 1c and 2

hccination information for all other
eople eligible in future phases will be posted
ere as soon as it is available.

Phase 1b

People age 70 and over may begin getting
vaccinated now, subject te vaccine availability and
health system readiness. A list of COVID-19

vaccination sites for people 70 and over is now
available here. Additional sites will be added as
vaccinations are scheduled.

Phase 1a

Health care, public safety, and critical Ci
19 infrastructure personnel eligiole for
vaccination in Phase 1a should contact their
employer or their professional associations td
learn how to get a vaccine.

VID-

ation information for other Phas

Eroups, ding Maine peopleae®d 65-69, will

be posted here once avallable.
.

WWW.maine.gov/covid19/vaccines 17



http://www.maine.gov/covid19/vaccines

Ensuring Racial/Ethnic Equity

ME DHHS Equity webinar Wed, Feb 17, 7:30A

* Register in advance for this and additional

webinars in this monthly series:
https://zoom.us/meeting/register/tJcsfuGvpj0jG
daRiW5Y15gnYa2AMVriHgal , OR

* Log on at the time of the webinar with

following link:
https://zoom.us/j/93198786932

— Meeting ID: 931 9878 6932
— Passcode: 4FrT7H

— One tap mobile:
+13126266799,,93198786932#,,,0#,,416363#

*NOTE: NO Clinician Info Session on Tues, Feb
16 at 7:30AM

WHY ARE YOU ASKING MY
RACE AND ETHNICITY?

We care about equity.

Maine is commitied fo erswing hal COVID-19 vacanes are disributed
equitatiy to dl Maners. We understand that the pandemic has
disproporforately affected Black, Lafre, Asian and Trikal populad ons and
war 1o ersure hat vacocines reach Shose communifes.

We want to serve your needs.

Liker afher demagraphic data, fis information heips state and local enifes
wderstand how programs and policies areworking for various groups. 'We
e b ks o TS CREnges 10 INaS e o ograms and palicies so Sy are
culturally and linguisically talorsd focommunifies. Inshort, it hdds us
acoouriatie and hel ps us to betler serve your needs,

To helps ensure equal opportunity.

Wer herwe an abfigafion todetect and deal with apparent inequity.
Gowverrment, palicy makers, and advocates use this data toidendfy
poterdial gaps and advocate for change that improves $he lives of
commurifes.

What about privacy? Race v. ethnicity?

Racs iz a soc dly determined cakgory
used #0 describe red o perosived dif
ferences between grouss of people.
Efricity is a sogaly defermined cate-
gory used fo desoribe refionality, or
shored ousiom or culire. We use
stndard categaries thed allow us to
Aokt revsords <rared with OIS TS R s}'s:m'sa'id
stotess . Wie under=stand $he categanies
rary mad bre e wary you would normal
y desscriber yoursel

Wer compile fis information to
create stisios kb groups of

peaple il shore parfcular an
swers. We donatl disdase per
sarally i denfying informagion.

aryone, induding stale agendes
ad enforcement enifes.

- w



https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fzoom.us%2Fmeeting%2Fregister%2FtJcsfuGvpj0jGdaRiW5Y15qnYa2AMVriHgaI&data=04%7C01%7CLisa.Letourneau%40maine.gov%7Ce0b4026ad2094335f31908d87b812c9c%7C413fa8ab207d4b629bcdea1a8f2f864e%7C0%7C0%7C637395142013893108%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=HsYoq9PCiLRaylkMRZagyWHltKgci80BXRU508eHBlo%3D&reserved=0
https://zoom.us/j/93198786932?pwd=MXdJN3RnbDhzSVZGUEdRcmJXTkhGQT09
https://www.maine.gov/dhhs/mecdc/infectious-disease/immunization/documents/race-and-ethnicity.pdf

US CDC CISA Clinical Consultation

* Healthcare providers can request consultation
from CISA COVIDvax for a complex COVID-19 vaccine
safety question that is...

(1) about an individual patient residing in US or vaccine
safety issue and...

(2) not readily addressed by CDC or ACIP guideline

* Request can be made by...
— Calling 800-CDC-INFO (800-232-4636), or
— Submitting a request via CDC-INFO webform
— Contacting CISAeval@cdc.gov to request case evaluation

www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/cisa/index.html .,


https://www.cdc.gov/vaccines/acip/recommendations.html
https://wwwn.cdc.gov/dcs/ContactUs/Form
mailto:CISAeval@cdc.gov
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/cisa/index.html

ME CDC COVID Vaccine Resources

i} @ https://www.maine.gov/dhhs/mecdc/infectious-disease/immunization/covid-19-providers/index.shtml o a w 0@

Maine .80V  Agencies | Online Services | Help | @, Search Maine.gov G Select Language V¥

Contact Us | News | Online services | Publications | Subject index

Division of Disease Surveillance i e

Maine Center for Disease Control & Prevention
A Division of the Maine Department of Health and Human Services

ease 2019 (COVID-19)_- Updates and Informati

DHHS — MeCDC — Disease Surveillance — MIP Home —COVID-19 Vaccine Providers Portal Thurs 17 Dec 2020
General Information COVID-19 Vaccine Providers Portal
MIP Home
COVID-19 Vaccine Providers
Portal
COVID-19 Vaccine Provider COVID-19 EUA
Enroliment =
Covia COVID-19 — Fact Sheets/VIS COVID-19 COVID-19
-19 Vaccine Storage and Vaccine Provider Vaccine Storage EennciSienaty Vet S EEmmITT e
Handling Resources Enrollment & Handling mg LR 2] -

COVID-19 Vaccine Emergency
Use Authorization (EUA) Fact
Sheets/\VIS Forms

COVID-19 Vaccine Safsty

COVID-18 Vaccine
Communications U.S. CDC COoVID-19
COVID-19 COVID-19 Vaccine Info for
Vaccine Orders

i Website —— Clinicians
e

[e—
217
(ot oot (ot Araers.
Social Services Help

State of Maine

ME CDC COVID-19 Vaccine Resources
(www.maine.gov/dhhs/mecdc/infectious-disease/immunization/covid-19-providers/index.shtml)

Vaccine questions? Email:
Cl19vaccine.MECDC@maine.gov

17



https://www.maine.gov/dhhs/mecdc/infectious-disease/immunization/covid-19-providers/index.shtml
http://www.maine.gov/dhhs/mecdc/infectious-disease/immunization/covid-19-providers/index.shtml
mailto:C19vaccine.MECDC@maine.gov

Presenters

 Lisa Letourneau MD, MPH
Senior Advisor, Healthcare Delivery System Change, ME DHHS
Lisa.l etourneau@maine.gov
C: 207-415-4043

* Cheryl Liechty MD, MPH

Internist & Infectious Disease Specialist, Pen Bay Medical Center

cliechty(@pbmc.org

* Stephen Sears MD, MPH

Consulting Epidemiologist, Maine CDC
Stephen.sears@maine.gov
C: 207-458-2351

Maine Department of Health and Human Services 18
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COVID-19 Vaccines

Questions??
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