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Goals

v'Update on the state of the pandemic

v"Understand the hazards of the disease—why we vaccinate
v'Understanding the risks and benefits of the vaccine

v Clarify myths or misinformation

v Answer your questions
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US Cases per day down. 485,000+ deaths

Daily Trends in Number of COVID-19 Cases in the United States Reported to CDC
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Number

Vaccines will be our path out of the
pandemic-good for us, good for kids

20

COVID-19 Current Inpatients with a Positive Test
2020-2021 - By Day
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IS COVID-19 REALLY



. Children's
COVID impacts nearly every organ

@NatureMedicine nature.com/articles/s4159 by @aakriti_15 @MVMadhavanMD et al

Neurologic Thromboembolism
Headaches Deep vein thrombosis
Dizziness Pulmonary embolism
Encephalopathy Catheter-related thrombosis
Guillain-Barré
Ageusia
Myalgia
Ancenia Cardiac
Stroke Takotsubo cardiomyopathy
Myocardial injury/myocarditis
Cardiac arrhythmias
Cardiogenic shock
Renal Myocardial ischemia
Acute Kidney injury Acute cor pulmonale
Proteinuria
Hematuria
- Endocrine
Hepatic Hyperglycemia
Elevated Diabetic ketoacidosis
aminotransferases
Elevated bilirubin
Dermatological
Petechaie
Gastrointestinal Livedo reticularis
Diarrhea Erythematous rash
Nausea/vomiting Urticaria
Abdominal pain Vesicles
Anorexia Pernio-like lesions

Fig. 2 | Extrapulmonary manifestations of COVID-19. The pulmonary
manifestation of COVID-19 caused by infection with SARS-CoV-2, including
pneumonia and ARDS, are well recognized. In addition, COVID-19 is
associated with deleterious effects on many other organ systems. Common
extrapulmonary manifestations of COVID-19 are summarized here.
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Morbidity, not just mortality

“Long Haulers” 143 Italian hospitalized adult pts 60 days later
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12.6% free of COVID symptoms
32% had 1 or 2 symptoms

55% had 3 or more symptoms
44% had worsened quality of life

Views 106,619 Citations 0 Altmetric 6552
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ONLINE FIRST
Research Letter
July 9, 2020

Persistent Symptoms in
Patients After Acute
covib-19

Angelo Carfl, MD'; Roberto Bernabed, MD'; Francesco Lan-
di, MD, PhD'; eral
> Author Affiliations | Article Information

JAMA. Published online July 5, 2020.
doi:10.1001/jama 202012603

(1) covID-19 Resource Center
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Why should | get a vaccine?

* To protect yourself * To protect your community
 Leading cause of death in US * We need ~80% vaccinated for protection
» The risk of the disease is far greater  Vaccines are the primary path out of the
than the risk of the vaccine pandemiC  weekly number of deaths (from all
: uses)
* People of all ages can die from e
having COVID-19 P
i il
- Many people have “long COVID” 000 N W
which is a chronic form we are still N NSl
learning about

20,000
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Has the vaccine been studied in people like me? Childrens
Enroliment transparency
A vaccine for everyone...find yourself in the Cove study
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Phase lll: Check efficacy in diverse subjects

Race and ethnicity COVG

STUDY

Interim data snapshoft - Ocfober 21, 2020 - subject to change

All others

Asian

Black/AA

Hispanic/Latinx

White
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Representative Subjects important Children's

Risk factors for severe COVID-19 disease 1; ove

STUDY

Interim data snapshot - October 21, 2020 - subject to change

Risk stratification in Cove Study Comorbidities of af risk participants in Cove Study

W =45 years B Dicbetes

M Severe Cbesity

[ Significant Cardiac Disease
[ Chronic Lung Disease

M lLiver Disease

>=18 and <é5 years and
at risk of severe disease

M >=18 and <é5 years and
not at risk of severe disease

moderna Fage 13

4
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How can | learn more about why Childrens

people of color should take the
vaccine? SO STAR NET NEWS - =) - =

FOR EMPLOYEES

Children's Nurse Web Joint ERG virtual meeting recap: “Why should | mecent Poste
iR e take the COVID-19 vaccine?” + Closing the loop on SLRs:
SIEENCtNews Posted on January 18, 2021 by Admin December 2050

Data Requests & Reports « Attend upcoming COVID-19

Town Hall, Jan. 22

* Dr. Aimee Sznewajs adds
Medical Director of Acute Care
Services to responsibilities

“WHY SHOULD | TAKE THE COVID-19 VACCINE?” + COVID-19 updates Jan. 14,

Friday, January 15 ¢ 12-1 p.m. 2021

* Joint ERG virtual meeting
recap: “Why should | take the
COVID-19 vaccine?”

*, o
Clinical A-Z Library Children’s

MINNESOTA

Lab Test Directory Joint Employee Resource Group (ERG) Virtual Mesting

Professional Staff Portal

REFERENCES
Administrative : WOLCPATOR  SPRCIAL GUEST

Ambulatory Policies

Hospital Policies

Ligl Crawla VD Argela Kade:

Procedures (Lippincott) Ol W Omiiriar e W KM cp e Recent Comments

Clinical » Amy Cahill on Deb Lindberg
Clinical Guidelines recognized for her remarkable
On Friday, Jan. 15, more than 120 Children’s Minnesota employees logged into the care with 2020 EPFCC Award

Reports first virtual joint employee resource group (ERG) meeting of 2021. During this + Jenniferio: Johtisonon Beb

Neveslottors meeting titled “Why should | take the COVID-19 vaccine?” Lindberg recognized for her

remarkable care with 2020
Children's Way ERG members heard directly from Children’s Minnesota leaders in each of the six EPFCC Award

employee resource groups. Panelists spoke on the history of medical mistrust in Mary Sullivan on COVID-19

communities of color, shared personal stories as to why they will take the vaccine, vaccination rollout begins for

s d provided science-based information to help individuals make an informed

© 2020 Employee Giving an staff 114
decision on whether or not to take the COVID-19 vaccine.

Giving to Children's

Matthew Winkel on Deb
Thin wiema mat simiir hominaal OMAVIMN AN cimani;na ssinbhinae B amn A anndid cacacimdad e Llndberg recognlzed for her
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Understanding the virus for vaccine
development

Basic Structure of Coronavirinae

Spike ® Single-stranded RNA viruses

Nucleocapsid

® Genomes range from 25 to 32 kilobases

® The coronaviral genome encodes four major structural proteins
(all are required to produce a structurally complete viral particle)

o Spike (S) protein: binding

o Nucleocapsid (N) protein: RNA synthesis

Envelope protein €, Membrane (M) protein: organization/assembly

Membrane protein M o Envelope (E) protein: organization/assembly

7@l Image by Belouzard, et al - https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3397359/, CC BY 3.0,
& https://commons.wikimedia.org/w/index.php?curid=2644769

Valid as of June 20, 2020
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eting the Spike Protein ...

@he Washington Post

Democracy Dies in Darkness

Coronavirus —
SARS-CoV-2 @ Spike protein

©)-M Protein
RNA_(g) SARS-CoV-2
copies
CELL MEMBRANE
ACE2 A/\,V\A
receptor RNA Proteins
SARS-CoV-2 uses The virus's RNA is The viral The copies
its spike to bind to released into the proteins are are released
the ACE2 receptor, cell. The cell reads then assembled and go on to
allowing access the RNA and into new copies infect more
into the cell. makes proteins. of the virus. cells.

Here is a look at how different vaccine technologies being developed

around the world would ideally elicit an immune response to prevent

SARS-CoV-2 in humans. Each vaccine may vary somewhat in how it

Children's

MINNESOTA
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NUCLEIC-ACID VACCINES

At least 20 teams are aiming to use
genetic instructions (in the form of
DNA or RNA) for a coronavirus
protein that prompts an immune
response. The nucleic acid is
inserted into human cells, which
then churn out copies of the virus
protein; most of these vaccines
encode the virus’s spike protein.

RNA- and DNA-based vaccines are
safe and easy to develop: to
produce them involves making
genetic material only, not the
virus. But they are unproven:

no licensed vaccines use this
technology.

DNA
vaccine

A process called

electroporation :
creates pores in
membranes to

increase uptake
of DNA into a cell

Electroporation

Wy Y

Coronavirus
spike gene

RNA

RNA is often
vaccine

encased in a
lipid coat so it

can enter cells
RNA

> A
%“"*s—-)}

)
mRNA
Viral +
proteins *

4

Coronavirus

. e peptide
v
&
Immune response

Nature. vol 580, 30 April 2020 ‘
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Does the mMRNA get into our genes?

* Does not enter the nucleus. N 0 ]
* No changes to DNA are possible .
* Messenger RNAis like Snapchat

- It delivers a piece of genetic material; its
messenger RNA IS temporary

 Tells our cells to make one spike protein (not
the other 24), not the whole virus

 Then the proteins stimulate our bodies to
make antibodies against the spike protein

* Induces immune response without the natural
infection

* Antibodies to the spike protein prevent virus
from attaching to cells and prevent from
infecting cell and making us sick.

@profshanecrotty LaJolla Institute for Immunology
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WE USE THE PFIZER-BIONTECH
VACCINE
CAN YOU TELL US MORE ABOUT

4, *
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Pfizer Vaccine Details

5 doses per 2 mL vial (contains no preservatives)

2 (0.3mL) doses for series
« 21 days between doses

Given Intramuscular (IM) injection

Most common responses:
* Arm soreness
- Fatigue and headache
* Fever

© 2020 Page 21
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What should we expect after getting the -~
vaccine?

Pfizer press Retease 11.18.20 Moderna pressRrelease 11.30.20

- Very large trial 19,000 * Hugetrial |

+ 100% some local response (pain, . %SV%T/Ici)nsgo)me local response (pain, redness,
redness, swelling) - undthat severe side effects included:

- Fatigue 3.8% - fatiguein 9.7% of participants

* muscle pain in 8.9%
* joint pain in 5.2%
headache in 4.5%

« Headache 2%
* Fever 2%

Earn our immunity, like strong muscles

@profshanecrotty LaJolla Institute for Immunology

© 2020 Page 22

Immune Responses. Prepare for it.
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What side effects is Children’s seeing?

Day of vaccination Day after vaccination
* No severe anaphylaxis * Most have nothing

 Vast majority have nothing Arm soreness

* Few are needle phobic/anxious  Fatigue
* Few cases of flushing, dizzy * Body aches
* Rash « Headache

Lymph node enlargement

* One sought help for high BP which
was an existing problem

© 2020 Page 23

All brief, managed at home
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This was created so fast?
Is it safe?

(W B .
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Vaccine Safety

V-SAFE program Vaccine Safety
Assessment for Essential Workers

Smart Phone app active
surveillance daily sx check in

Numerator for incidences of site
pain, adverse events

VAERS will be active, electronic
surveillance as usual

Hospitals will track weekly doses to
NHSN for denominator

© 2020 ACIP Meeting Minutes 9.22.2020
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Vaccine safety assessment for essential workers (V-SAFE)

'l. ",’ 1. Text messages or email from CDC
(’/" v with follow-up — daily 1t week
l / post-vaccination and weekly
,’,/////‘ thereafter out to 6 weeks
e =

NNNNNNNNNNNNNNNNNNNN

2. Any clinically
important event(s)
reported by

vaccinated person

VAERS call center
3. Follow-up on clinically important event,
complete a VAERS report if appropriate ‘

Healthcare workers,
essential workers, etc.

Safety is not the absence ofriskit is the balance of risk.
Dr. Grace Lee

v’ Safety and efficacy are primary goals with full

commitment for no short cuts

v Expect safety signals like the transverse myelitis—

explore, background incidence, etc
Page 26
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What are these virus variants?
Will the vaccine cover them?
 Viruses mutate and change Children' Childrens Childre

« Sometimes a little, sometimes a lot

« The new variants are more easily
Spread

* They are equally as harmful but not
more lethal drer

* It Is possible we may see these more in
kids

* Vaccines we have today seem to cover
the variant viruses

* W e continue to monitor this
« Willwe need an annual shot like flu?

Chidren
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Can you get COVID from the COVID Childrens
vaccine?

* No! Not possible given the technology.

* Live vaccines (measles, chickenpox) can mimic
disease but are not being used because they take a
long time to produce

© 2020 Page 28



Why different freezing temperatures Chnas

for mRNA vaccines?

Special delivery
Two apparently successful coronavirus vaccines use fat
bubbles called lipid nanoparticles to deliver messenger
RNA (mRNA) to cells. Once there, the mRNA directs
cells to produce the virus' spike protein, provoking
animmune response to that foreign protein.

e
Presented to stimulate
Immune response

_ g

SARS-CoV-2 spike protein  Ribosome

Lipid nanopartlcle
containing mRNA

Wadman M. Science. 11.27.2020;370(6520):1022.
https://science.sciencemag.or ntent/37 20/1022

Pexels.com free images accessed 12.1.2020



https://science.sciencemag.org/content/370/6520/1022
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What about kids?

€he New York Times
A Couvid-19 Vaccine for Children May Not
Arrive Before Fall 2021

V;/hlile scientists are rus:(;r:i to develop anfimcrE}il(rilization for ° B N T/ Pfi Z er P h ase I I I eXp an d ed to 1 6
adults, no one has start e process yet for children. .
& 17 year olds in September

Current enrollment status

* Moderna teen study is underway for
12-16. Thanks MN kids!

* Timeframe is summer at earliest to
have enough data to know what the
right dose is, how kids make
antibodies, etc.

COVID .15 |

~ Vaccine
2019 - nCov




What about pregnant and Children's
breastfeeding women? _ easi=pu i m

* Formal studies have not been done yet

> = s
- 23 womenin studies were pregnant and are a ok
being followed L
. . , féf ;\ \ o N -
- Expert consensusis the vaccine doesn't R ¢ S s
have a biologically feasible way to harm 5
baby or Mom e

* Risk to pregnant women compared to others = Bl
their age is 5 times greater of bad outcomes =1

* If in high risk group (HCP) American College
of Obstetricians and Gynecologists
recommend considering getting vaccinated

Jaccinator

 No reason to believe the vaccine affects Table
safety of breastmilk 5



https://www.acog.org/clinical/clinical-guidance/practice-advisory/articles/2020/12/vaccinating-pregnant-and-lactating-patients-against-covid-19
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Does the vaccine cause infertility?

* No
* The vaccine targets the immune system, not the reproductive system

* There were 13 people in the clinical trials who got vaccine and got pregnhant
« All are still pregnant and doing well

* Myth around a protein called syncytin-1
« Came from a message board versus any legitimate publication
* |f this rationale were true, it would also apply to women who have actual COVID-19

© 2020 Page 32
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Who will be giving the vaccine; is it free?

No charge for the vaccine
« General public also no charge

 If have insurance, the administration
fee will be covered

- If no insurance, no charges.
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If side effects occur, how will
absence be handled?

CDC

» Discussion about not penalizing staff
who opt in to be vaccinated and then
need PTO day due to side effects that
preclude someone from working.

- May be some labor guidance

© 2020 Page 34



Building the Vaccine Distribution Bridge

The Economist Cartoon Accessed 11.29.2020

© 2019

The world this week
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Resources Chins

v CHOP.edu/vaccine/COVID Q&A

v' Clinicaltrials.gov for vaccine research update

v cdc.gov/acip for latest slides, audio, upcoming agendas
v Coronaviruspreventionnetwork.org for trials enroliment
v' Stat News special repOrt 1.y ormrna sowa once-dismissed idea became a eading tectnoiogy in he

COWVID vaccine race by Damian Garde 11.10.20 Katalin Kariko, senior VP at BioNTech

# Virtual Care

Chikirens https://www.childrensmn.org/for-health-
professionals/talking-pediatrics-podcast/

 Clinical practice guidelines
« COVID-19 updates

« Health equity

« AND MORE

perhaps change how
© 2020 . Page 36



https://www.childrensmn.org/for-health-professionals/talking-pediatrics-podcast/
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o Get vaccinated
| Get your smartphone
| Get started with v-sate
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