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COVID Vaccine
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What is the “Warp Speed”

T timeline 1
10-15 years
Preclinical Clinical Trials FDA Review Il Manufactuing|
and Approval
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clinical Clinical Trials

FDA Rolling Review and Approval

Rapid Manufacturing

BLA = Biologics License EUA = Emergency Use IND = Investigational
Application Authorization New Drug

How did we develop a COVID-19 vaccine so fast?

« Utilizing existing technology

* Quickly deciphered SARS-Cov-2
genome

» Able to determine efficacy quickly

» Financing for development and
manufacturing

* FDA- rolling reviews

» Support efforts
— Operation Warp Speed




2. How do we know ' 4 3
the COVID-19 L
vaccines are safe?
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How do we know the COVID-19 vaccines are
safe?

 Clinical trials studied in the vaccines in large groups of
people

* FDA set standards for safety and efficacy

» Vaccines will continue to be monitored after FDA
approval

Comparing Sample Size of Vaccine Clinical Trials

Vaccine or | Type of Protects Against| Approval
Developer | Vaccine Year
361

IPOL Inactivated Polio 2000 4 2,358
Daptacel ~ Combination D'Phtheria, Tetanus, 554, 5 7,471 10,575
& Pertussis
Gardasil Subunit HPV 2006 3 4,047 22,938
Prevnar13  Inactivated ' neumococeal 2010 4 1,478 49,296
disease

Modema/NIH  mRNA COVID-19 5 2 600" 30,000

Johnson & v vector CoVID-19 - 2 394 60,000
Johnson

B";,’;‘.T“h/ mRNA CcovID-19 - 2 - 43,0001

izer

*combined phase | and phase Il trial
‘tcombined phase Il and phase Il trial

Referance:
i Human 201286106670,
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Safety Monitoring Systems
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3. What COVID-19 )
.  w
vaccines are
currently available #

in the U.S.? ?
. ®
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PFIZER COVID-19 VACCINE
Nov. 20
Pfizer
submitted
EUA for Dec. 13
BNT162b2 Dec 11 cbc
vaccine EUA Issued MMWR
Dec. 10 Dec. 11 & 12 Dec. 14 &
FDA VRBPAC ACIP met & 15
recommended recommended Initial
its use vaccine
shipments
to ND
12
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MODERNA COVID-19 VACCINE

Nov. 30
Moderna
submitted
EUA for
mRNA-1273 Dec 18

Dec. 20
cDC

vaccine

EUA Issued

MMWR

Dec. 17 Dec. 19 & 20 Dec. 21
FDA VRBPAC ACIP met & Initial
recommended recommended vaccine
its use shipments
to ND
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Currently Available COVID-19 Vaccines

. 000 ___ Pfizee | ____ Moderna_ ____]|
mRNA vaccine mRNA vaccine
2

3 weeks

95%

-94 degrees F

16 years of age and older

Vaccine Side Effects

4 weeks
94.1%
-4 degrees F
18 years of age and older

Most common side effects reported include:

* Fever, chills, fatigue, headache, and muscle and joint aches
Side effects more common after 2 dose

27 million (as of January 12, 2021). Information updated regularly
at CDC COVID Data Tracker.

U.S. Distribution

Cost of Vaccine Free - Healthcare providers may charge administration fees
(covered by insurance), but those unable to pay can't be turned

away.

Roleronce:
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4. What is an mRNA
vaccine? @
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HOW MRNA COVID-19 VACCINES WORK

ines give the i to recognize the COVID-19 virus

oin — . Y antvodien
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5. What is vaccine i |
efficacy? i

17
Vaccine Efficacy Definition
The proportionate reduction in cases
among vaccinated persons.
18
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How does COVID-19 vaccine efficacy compare to
other vaccines given in the U.S.?

VACCINE RECOMMENDED
VACCINE EFFECTIVENESS DOSES
Flu (Influenza) 44.0% 1
AstraZeneca novel
coronavirus S Z
Chickenpox (Varicella) 92.0% 2
Moderna novel coronavirus 94.1% 2
Pfizer novel coronavirus 95.0% 2

Roference:

0t for ot viruses - Business nsid

21



i
6. Wh )
a.t g_rc_:ups are )4 -
prioritized i |
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What are ND's priority groups?

* Vaccine supply is currently
limited and needs to be

prioritized
* Prioritize those at higher risk

of COVID-19 morbidity and _
mortal |ty Implementation
~_

eeeeeeee
Available a: How are State 1L Get the COVID-19 Vaccine First? | KFF.
Recommendaions | CDC.

23
Who determines priority groups?
Nationally T North Dakota
» National Academy for Sciences, * ND Advisory Committee
Engineering and Medicine on COVID-19 Vaccination
— Created framework for equitable Ethics

allocation
. ACIP |::> — Creates state
recommendations on:

— Formal priority group o
recommendations « Priority Groups
* Sub-priority groups
« Allocating doses

eeeeeeee
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COVID-19 VACCINE

What are ND’s priority groups?

Dakota

for 18 pririy groups | Grand Forks Herald Priorty
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7. What is
considered an

for COVID-19?

underlying condition »

. ¥
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« Cancer

« Pregnancy

« Chronic kidney disease
+ COPD

« Down Syndrome

coronary artery disease, or
cardiomyopathies)

» Heart conditions (e.g. heart failure, *

Underlying Conditions for COVID-19 Vaccination
Eligibility

« Immunocompromised state from

solid organ transplant

+ Obesity (BMI of 30 kg/m2 or higher)
« Sickle cell disease
* Smoking

Type 2 diabetes mellitus

eeeeeeeee
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The list may not include every condition that might increase
one’s risk for developing severe illness from COVID-19,
such as those for which evidence may be limited (e.g., rare
conditions). Individuals with any underlying medical
condition (including those conditions that are NOT on the
current list) should consult with their healthcare
providers about personal risk factors and circumstances to
determine whether extra precautions are warranted.

-CDC Website
28
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8. What is the ¢
protocol regarding 7 )
extra doses of ”
COVID-19 vaccine in o
multi-dose vials? g ;
; -
# #:
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FDA statement:

At this time, given the public health emergency, it is
acceptable to use every full dose obtainable from each vial.

However, since these are preservative free vials, it is critical
to note that any further remaining liquid that does not
constitute a full dose should not be administered or pooled

from multiple vials to create a full dose.

30
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9. How will North ¢
Dakotans be notified n

when they’re eligible »
for vaccine? & ?
&
i
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How will North Dakotans be notified when they're
eligible for vaccine?

» Updates on NDDoH website and social media pages
* Locally:

— Local Public Health

— Local Media

— Health Systems (ex. EMR notifications or patient
portals)

« ND COVID-19 Vaccine Locator

32

North Dakota COVID-19 Vaccine Locator
North Dakota COVID-19Vaccine Locator
- Available 1/13/2021 at 11 a.m.

Helps the general public see:

— Which ND provider sites have enrolled
to receive/administer COVID vaccine

— Where COVID vaccine is
available

— Which priority group enrolled
providers are currently
vaccinating

— How to contact their local
provider and/or express interest
in receiving COVID vaccine

33
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Updates on Vaccine Allocation

» Second doses will no
longer be held back i Bogen ot
* Continue to provide
second doses to those
who have had first dose
» Urged states to
offer vaccine to anyone
<65

34
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10. | heard there is a new )’ 4 &
strain of COVID-19
circulating globally. Will

B
COVID-19 vaccines provide
protection against it? ®
& #
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What we know about variant strains:
» Spread more easily than the original virus, but no evidence
they cause:
— More severe illness
— Increase risk of death
» Variants/new strains found in:
- UK.
— South Africa
— Nigeria
- Uu.s.

36
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Variant Strains and the Vaccine

» Body will make antibodies against multiple
sections of the COVID-19 spike protein
— Single mutation unlikely to change
effectiveness of COVID-19 vaccines
» Data suggests that Pfizer vaccine still
produces neutralizing antibodies to new
strains
— Similar findings expected to be found from
research on Moderna's vaccine

VID-19.Vaceine_FAQ_Heatih_ Gare_Workers o (n
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11. Should | get ;’ »
vaccinated if | have ®
already had COVID-19? ’?
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Why get vaccinated if you've had a previous
COVID-19 infection?

» Might offer protection from “ ) “;

reinfection 9] ” :
» Can wait 90 days after your b 6
diagnosis to get vaccinated

« Anyone currently infected: \";—
— Wait to get vaccinated until l‘ =
illness has resolved & met i >
criteria to discontinue isolation \ wﬁ

1/13/2021
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12. If a vaccine » {/ |
recipient has tested  ° ¥
positive since their 1st »

dose, should they get ?.
their 2nd dose? # -

® -
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» For people who have received 1 dose of COVID-19
vaccine and subsequently test positive before
receiving dose #2, they should complete the series
as soon as:

— They have met the minimum interval for vaccination
AND
— They have completed their isolation period

eeeeeeee
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13. Will the COVID-19
vaccine give you

”
COVID-19? ’?
-
&

- i
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Will the
COVID-19 :
vaccine give %‘ NO
you COVID- o
197

45
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Will the
COVID-19 i
vaccine give f%"

197

you COVID- |,

Here’s why not:

Authorized & recommended
COVID-19 vaccines do not
contain live virus that causes
COVID-19

» Vaccines can cause side

effects (e.g. fever & body
ached)
* This is NOT COVID-19
« Sign body is building
immunity

1/13/2021

Roference:
Available at: COVID-19_Vaccine_FAQ_Health_Care_Workers.pdf (nd.gov)
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14. Will the COVID-19
vaccine alter your
DNA?

.3
7 »
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"Will the new COVID-
19 mRNA vaccine
alter your DNA
essentially making you
a genetically modified
human being!?"

48
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Wil new CovID:
19 mRNA vaccine + The mRNA doesn't integrate
alter your DNA the cell nucleus of its recipie
essentially making you ig i

a genetically modified
human being!?"

Reference:
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15. Will the COVID-19 1 »
vaccine make you test ®

positive for COVID-19? ’? '
" @

. #
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Will the vaccine make you test positive for COVD-19?

. . 7 "
* Simple answer: No :w‘ )
* Vaccine doesn’t contain components &\‘ A
N
v ’ %

nor produce components in the body
that would be detected by currently
used diagnostic tests:
— RT-PCR test (PCR test) == l
— Rapid antigen test (e.g. Abott BinaxNOW
test)

ssssssss
Avalable at COVID-19 Vacine FAQ Heallh Care Workers pdf (b cou) Freguerl Sbul COVID 19 Vaceinglon | CDC

51

17



16. Is there anyone who *
shouldn’t get a COVID- ®

1/13/2021

19 vaccine? ? ‘
" i
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Do not administer COVID-19 vaccine to individuals:

» With known history of severe allergic
reaction (e.g. anaphylaxis) or
immediate allergic reaction to:

— Previous dose of COVID-19 vaccine
— Any component of COVID-19 vaccine
» Children under 16 years of age

ssssssss
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17. Should | be 7 »
concerned about an n
allergic response from @
the COVID-19 vaccine? - ?

@ ¥
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What is anaphylaxis?

An acute and potentially life-threatening serious allergic
reaction that rarely follows vaccination

Rnaphylaxis

Avalable at: COVID-19 Vaccing FAQ_Health_Care Workers.pdf (nd.gov). Gel the facts about COVID-A9

1/13/2021
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What we know so far regarding anaphylaxis and
COVID-19 vaccination:

During December 14-23, 2020
monitoring by VAERS:

— 21 cases of anaphylaxis were reported
after 1,893,360 first doses of Pfizer’'s
COVID-19 vaccine

— E.g., 11.1 cases per 1,000,000 doses
71% of these occurred within 15
minutes of vaccination

Reference:

Avaiable at: COVID-18_Vaccine_FAQ_Health_Care_Workers,pdf (nd.gov). Allergic Reactions Including Anaphiiaxis Aftr Recei
s FirgiDosoor QD1 Vacgng _ Uniicd Sigics, Decomber 1423 2020 |

56

What are the FDA & CDC guidelines regarding allergic

reactions and administering COVID-19 vaccine?
Additional guidance:
— Screen recipients for contraindications and precautions

— Those with severe allergic reaction to any vaccine or injectable therapy:
* Must be counseled about the unknown risks of developing severe allergic reaction and
balance risk against the benefit of vaccination
+ Should be observed for 30 minutes following vaccination for potential adverse reaction
(versus standard 15 minutes)

Healthcare providers should be prepared to manage acute
anaphylactic reactions:

— Recommended supplies and medication

— Properly trained staff

Reference:
Avaiable at: COVID-18_Vaccine_FAQ_Healih_Care_Workers,pdf (nd.gov). Allergic Reactions Including Anaphiiaxis After Recei
2 QD1 Vacgng _ Uniicd Sigics, Decomber 1423 2020 |

57
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18. Is it safe for »

pregnant women to get b i

a COVID-19 vaccine? ?
» &

s ¥
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Compared to non-pregnant
women with COVID-19 who are
the same age, pregnant COVID-19
patients are at higher risk of:

Developing respiratory complications
Being admitted to ICU

Requiring life support measures
Having a preterm birth

Dying of COVID-19

Reference:

59

What we do know:

« COVID-19 vaccines will
prevent between 94-95%
of COVID-19 infections

» COVID-19 vaccines
cannot give you COVID-19

* Pregnancy in clinical trials
« DART studies

eeeeeeeee
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Experience of a Local North Dakota OBGYN with
pregnancy and COVID-19 vaccination

Sanford OBGYN decides to get COVID vaccine The vaccine hasn t been

while pregnant studied in pregnant women.
So, the decision is all in
weighing the risks vs
benefits, my risk of exposure
to COVID working in the
hospital remains high.”

Soes . Dr. Jessica Sedevie
KFYR Interview 12/21/2020

Reterce:

61
It is important to look at every patient's unique situation,
and look at their risk:
Patient is at lower risk if: Patient is at increased risk if:
« Always able to wear a mask « 35yoa+
* You and those you live with « Underlying health conditions
can socially distance for your « Smoker

whole pregnancy

«  Community doesn't have
high/increasing rate of COVID-
19 being reported

< Are a healthcare worker
Have contact with people
outside the household who
don't wear masks

« Community has high rate of
COVID-19 infection

62

NDDoH Handout on COVID-19 Vaccine and Pregnancy

* Reviews:

— Benefits and risks of
COVID-19 vaccination
during pregnancy

— How to best make an
informed decision on
vaccinating

Dulfofg | Hooth

COVID-19 Vaccine & nancy

ing FAQ_Health Care Workers pot (0d gov), COVID-19 Vaccing and Pregnancy.pdt

63
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What about breastfeeding?

} No data on safety of COVID-19
: vaccines in lactating women or

'3 effects of MRNA vaccines on:

p — Breastfed infants

— Milk production/excretion

*  MRNA vaccines are not
thought to be risk to breast
feeding infants

+ Lactating women may choose
to be vaccinated

64
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19. Can the COVID-19 { 3
vaccine cause &

infertility? ’?. |
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\ INSRRETY

/@ THIS IS

“| have heard the
vaccine could
cause female

infertility? Is this

true?”

66
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The Facts:

Experts say there is no evidence that the COVID-19
vaccines would result in infertility of women
* During the Pfizer clinical trial, 12 women in the vaccine
group became pregnant during the trial
« If this theory was true, you'd expect infertility to occur
from natural infections
— We are not seeing this after ~70 million COVID-19 infections in

1/13/2021

the U.S.
67
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20. Was the COVID-19 »
n

vaccine manufactured

i
using fetal cells? ’?
kdl
#
i
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No, the mRNA vaccines
produced by Pfizer and Moderna
DON'T require the use of any
fetal cell cultures in order to
manufacture the vaccine

69
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The following organizations assert that the mRNA
COVID-19 vaccines are ethically uncontroversial:

* National Catholic Bioethics Center

* The Vatican — Congregation for
the Doctrine of the Faith

* Charlotte Lozier Institute

* North Dakota Catholic Conference

;

1/13/2021

70
The NDDOH COVID-19 Vaccines & Fetal Cell
Lines Handout
» Contains greater detail on:
. — Why fetal cells are used in
DO"f,QfF! | oot vaccine research,
development, &
manufacturing
— Which COVID-19 vaccines
use fetal cell lines
— Where you can find more
information on the topic
it ¢ GOVID-13 acine_FACLHealt_Care Worers ot (d v GOVID19 Vaccine Fetl Gl Handootoct
71
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continue to mask and  ° o
socially distance &

following COVID-19 ?
vaccination? kdl -

& -
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To effectively contain this pandemic, vaccinating
campaigns and reducing exposure to the virus must
continue. The facts...

» Vaccination doesn’t provide immediate immunity

+ We don't yet know whether vaccines prevent
transmission of COVID-19

+  We don'’t know how much protection COVID-19
vaccines will provide under real-life conditions

* Herd immunity threshold for COVID-19 is unknown s -
It will be impossible to know who is/isn’t vaccinated
»  We don’t know the duration of vaccine protection

Reference:
Availabl at: COVID:19 Vaccine FAQ Health Care Workers pdf (nd gov), Frequont) 2bout COVID 19 vaccination | cod
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22. Why shouldwe ¢ &
vaccinate against i ®
COVID-19?
# | -
® #:
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Why should we vaccinate against COVID-19?
Weigh the benefits against the risks...
RISK
—._'-fo
75
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When considering COVID-19 vaccination, it is important to weigh

the risks of disease with the risks and benefits of vaccination

I Vaccination
Benefits of vaccination

» Studies show vaccines are safe and
effective

> May prevent ransmission to others

> Vaccination will help us go back to
sooner

Risks of vaccination

> Side effocts are typicolly mild and last
1-2 days

B Severe allergic reactions are rare and

[ covipD-19__ |
Risks of COVID-19

> 1 in 600 North Daketans have died

> 1in 215 North Dokotans hove been
hospitalized

> 1in 8 North Dakotans have tested
positive

> There's no way 1o predict how
COVID- 19 will affect you

» May spread COVID-19 to loved ones

> Long-term impacts of disease are
unknown

1/13/2021

manageable with trectment
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strategies to address

23. What are some 7 &

o2

COVID-19 »
vaccine decliners? - ?
-

® ']_,
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* Address concerns and questions

» Have decliners review and sign a

How to Manage COVID-19 Vaccine Decliners
Assess why an individual is

refusing
Have a one-on-one conversation

— Use open questions

declination form

Roleronce:
Avaiabl st COV oo

78
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NDDoH Declination of COVID-19 Vaccination for
Healthcare Personnel Handout

* Check out the NDDoH
COVID-19 vaccine
declination form

« Available as Word
document that can be
tailored with your own
logo

Declination of COVID. 19 Vaccination For Healthare Personnel

1/13/2021
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NDDoH Resources for LTCFs

» Check out the NDDoH
Dot | s website for handout
OKOHQ | o which addresses:

— How to prepare staff
= 3 for COVID-19

' - vaccination

— How to address staff

COVID-19 vaccine
refusal

80
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24. How should winter * #
travelers be counseled &
on COVID-19 vaccine?
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Winter Travel and COVID-19 Vaccine

« Advise travelers to: S
— Be aware that priority groups in state of = ~

destination may differ from ND

— Contact local public health in area for more —
information

* For those who have received 1st dose in m
ND: E 1il < il
— Be aware of differing priority groups by state

sl W
_ . - . \
Remind them to keep Vaccination Record Card in | l J\ l{

a safe and easily accessible place

1/13/2021
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25. Where can | find f’ ®

high quality resources &
on COVID-19 vaccine? ?
" #

# ¥
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Where to find more information on COVID-19
vaccines

* The NDDoH website: COVID-19 Vaccine Information
* The CDC website: COVID-19 Vaccination

* The FDA website: COVID-19 Vaccines

» Pfizer website: www.cvdvaccine-us.com

* Moderna website: www.modernatx.com

84
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Questions? . &
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* Post-test
— Nurses interested in continuing education credit, visit
http://www.ndhealth.gov/disease/post/default.aspx?PostiD=228
— Successfully complete the five-question post-test to receive your certificate
— Credit for this session will not expire until February 9, 2021.
« This presentation will be posted to our website: www.health.nd.gov/immunize

86
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