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Today’s Focus:

Discuss breaking information about COVID-19
vaccines, including the latest in the development,
approval, allocation, and distribution, as well as
vaccine hesitancy.
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Pfizer and Seqirus. He has served on advisory boards for Pfizer and Seqirus.
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Mitchel C. Rothholz, RPh, MBA, declares that his spouse is an employee of Merck and
that he has served on advisory boards for Merck and Pfizer.

All other individuals involved in the development of this material declare no conflicts
of interest, real or apparent, and no financial interests in any company, product, or
service mentioned in this program, including grants, employment, gifts, stock holdings,
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http://www.pharmacist.com/apha-disclosures

CPE Information

Target Audience: Pharmacists
ACPE#: 0202-0000-20-389-L06-P
Activity Type: Knowledge-based

Note: CPE is only available live.



Learning Objectives

1. Discuss the latest updates on the various COVID-
19 vaccines.
2. Describe emerging processes for approval,

allocation, and distribution.
3. Review vaccine safety information and strategies

to overcome vaccine hesitancy.



COVID-19 vaccines consisting of messenger
ribonucleic acid (mMRNA):

Contain protein subunits
. Contain viruses that express spike protein
Direct host cells to express spike protein

0O 0o T

. Consist of inactivated whole viruses



Adverse events can be considered attributable to
vaccination (cause-and-effect) if:

a
b
C.
d

. They occur soon after vaccination
. They occur any time after vaccination
Many of them have been reported

. They occur in vaccine recipients more often than among
nonrecipients



The Advisory Committee on Immunization
Practices met on December 1 and voted to make
which of the following to be included in Phase 1a
(top priority)?

a. Adults 265 years of age

b. Essential workers and anyone with high-risk medical condition

c. All healthcare personnel and essential workers

d. All healthcare personnel and residents of long-term care facilities



Format for Today’s Webinar

1:00 pm:
1:05 pm:

1:25 pm:
1:50 pm:

Introductions

Interview with John Grabenstein, Steve Foster, and
Mitch Rothholz

Open Forum: A Minute for Your Thoughts

Wrap Up: Review of APhA’s Resources and
Assessment Questions



Open Forum Ground Rules

e Use the Questions field on the GoToWebinar toolbar to submit comments
and questions related to the topic discussion

* Individuals whose submissions are selected will be asked by the moderator

/ \
to state the comment or question for the audience. The line for the | "'"W"~
,.9191

individual will be unmuted to read their comment or question. &

* To maximize the number of questions/comments addressed, a 60-second
time limit will be in effect for everyone to state their question or comment.

 We will try to get to as many comments and questions as possible. We
have created a new forum for COVID-19 discussions where further
discussion post-webinar. Information on participating in this forum will be
provided at the end of the open forum.



Discussion with John Grabenstein, Steve Foster, and
Mitch Rothholz

Discuss breaking information about COVID-19
vaccines, including the latest in the development,
approval, allocation, and distribution, as well as
vaccine hesitancy.
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Evidence to Recommendation (EtR) Framework

EtR Domain Work Group
Judgements

Public Health Problem Is the problem of public health Importance?

Benefits and Harms Discuss after phase 3 trials

Values Does the target population feel the desirable effects
are large relative to undesirable effects?

Acceptability Is intervention acceptable to key stakeholders?

Feasibility Is intervention feasible to implement?

Resource Use Is the intervention a reasonable and efficient

allocation of resources?

Equity What would be impact of intervention on health
equity?

ACIP Presentation Slides: November 2020 Meeting



https://www.cdc.gov/vaccines/acip/meetings/slides-2020-11.html

Cases: 13,626,022 Deaths: 269,763

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

(7p]
Q
(7p]
©
(@)
(V5]
©
C
(O]
o
)
=
‘©
©
(V5]
©
C
(O]
o
)
It
=~
—
(O]
-z
(&)
M
—
M
©
i)
(]
?
O
>
o
(@)
~
>
(@]
oL
(@)
©
Q
S
>
(@]
(&)
~
)
(7]
(@]
)
)
<

Trend in Number of COVID Cases, U.S. -12/2/2020



https://covid.cdc.gov/covid-data-tracker/#trends_dailytrendscases
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Evidence to Recommendation Framework (EtR)

Values Acceptability
* Overall acceptability 42-86% e Surveys by CSC, Nurses
* Changes based upon news of * 63% healthcare providers
efficacy and safety would get vaccine
* Vaccination Intention * Nurses 34% would voluntarily
 Varied by population, time, receive vaccine
and vaccine characteristics * 57% comfortable
« Many are open to vaccination discussing with patients
but prefer not to be first e All jurisdictions have submitted
* Fear that approval process implementation plans
too fast  Pharmacy committed to
participate

ACIP Presentation Slides: November 2020 Meeting



https://www.cdc.gov/vaccines/acip/meetings/slides-2020-11.html
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Evidence to Recommendation Framework (EtR)

Feasibility
 Barriers
* Financial — cost for
implementation
e Complexity of
recommendations due to
multiple vaccines

* Access —may be limited in
rural areas

* Vaccine storage and handling —
Ultra-cold, size of shipments, 1
or 2 dose schedules

Resource Use

20% population infected = $163
billion in Direct Medical Costs

Health related costs estimated to
be $8.5 trillion

$10 billion to Warp Speed

Vaccine provided at no cost to
individual

Cost-effectiveness not a primary
driver for decision-making during
a pandemic

ACIP Presentation Slides: November 2020 Meeting



https://www.cdc.gov/vaccines/acip/meetings/slides-2020-11.html
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Evidence to Recommendation Framework (EtR)

Equity

* Implementation and confidence in vaccine pivotal to reducing health inequities
o May depend upon which vaccine used

* Intervention in disadvantaged groups must be:
o Accessible
o Acceptable
o Effective
o Used by

ACIP Presentation Slides: November 2020 Meeting



https://www.cdc.gov/vaccines/acip/meetings/slides-2020-11.html
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Evidence to Recommendations (EtR) Framework

EtR Domain Work Group
Judgements

Public Health Problem Is the problem of public health Importance? Yes

Benefits and Harms Discuss after phase 3 trials

Values Does the target population feel the desirable Probably yes; Varies
effects are large relative to undesirable effects?

Acceptability Is intervention acceptable to key stakeholders? Probably yes; Varies

Feasibility Is intervention feasible to implement? Probably yes

Resource Use Is the intervention a reasonable and efficient Yes
allocation of resources?

Equity What would be impact of intervention on health ~ Probably reduced/
equity? probably increased

depending upon vaccine

ACIP Presentation Slides: November 2020 Meeting



https://www.cdc.gov/vaccines/acip/meetings/slides-2020-11.html
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ACIP Vote — Interim Recommendation (12-1-2020)

When a COVID-19 vaccine is authorized by FDA and recommended by ACIP,
vaccination in the initial phase of the COVID-19 vaccination program (Phase 1a)
should be offered to both 1) health care personnel® and 2) residents of long-term
care facilities"

SHealth care personnel are defined as paid and unpaid persons serving in health care settings who
have the potential for direct or indirect exposure to patients or infectious materials

9 Long-term care facility residents are defined as adults who reside in facilities that provide a

variety of services, including medical and personal care, to persons who are unable to live
independently

https://www.cdc.gov/mmwr/volumes/69/wr/mm6949el.htm?s cid=mm6949el w



https://www.cdc.gov/mmwr/volumes/69/wr/mm6949e1.htm?s_cid=mm6949e1_w
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Phased Allocation
ACIP Vote — December 1, 2020

Phaselc
Adults with high -risk medical conditions

Adults 65+

Phase 1b

Essential workers
(examples: Education Sector, Food & Agriculture, Utilities,
Police, Firefighters, Corrections Officers, Transportation)

Time

ACIP Presentation Slides: December 2020 Meeting



https://www.cdc.gov/vaccines/acip/meetings/slides-2020-12.html

COVID-19 Vaccines Under FDA Review
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NUCLEIC-ACID VACCINES

RNA vaccine
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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.

onature

American Pharmacists Association

Callaway E. The race for coronavirus vaccines: A graphical
guide. Nature 2020;580(Apr 28):576-577.
https://www.nature.com/articles/d41586-020-01221-y



https://www.nature.com/articles/d41586-020-01221-y
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SARS-CoV-2 Vaccine Candidates

Vaccine Sponsor

[w/ Major Partners] ModernaTX USA BioNTech with Pfizer
Product Designator MRNA-1273 BNT162b2
Vaccine Type MRNA MRNA

Lipid nanoparticle dispersion Lipid nanoparticle dispersion

Product Features

Production Medium Cell free (synthetic) Cell free (synthetic)

(origin)
Route IM IM
Dosing Regimen Days O + 28 Days 0 + 21
Human Data 94.1% (95% Cl: ) 95% (95% Cl: )

Safety Summary

Most AEs mild or moderate.
Grade 3: Fatigue 9.7%, muscle
ache 9%, joint pain 5%, headache

Most AEs mild or moderate.
Grade 3: Fatigue 3.8%,
headache 2.0%.

Vaccines in phase-3 trials with USG contract (1 Dec 20)
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SARS-CoV-2 Vaccine Candidates

Vaccine Sponsor
[w/ Major Partners]

ModernaTX USA

BioNTech with Pfizer

Expected Dose

Expected Packaging

Expected Storage & Handling
Conditions

Trial Status
Ages in phase 3 trial
USG Contract 20-21

100 mcg

Frozen liquid.
10-dose vial,
no preservative

Ship @ -20°C.

@ 2-8°C NMT 30 d.
Rm temp NMT 12 h
IND, Phase 3
18-64, 65+
100 million

30 mcg

Frozen liquid.
5-dose vial,
no preservative
Dilute w/ NaCl 0.9%
Ship, store @ -70°C.
@ 2-8°C NMT 5 d.
Rm temp: Dilute, usein 6 h
IND, Phase 3

12-56, 65-85
100 million

Vaccines in phase-3 trials with USG contract (1 Dec 20)
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Pharmacists and COVID-19 Vaccine

Personally plan to be vaccinated with COVID-
19 vaccine when it becomes available

N= 321 (Sept); 400 (Nov)
60%

50%
40%
30%
20%
-Blm

0%

( i
st S

H Sept 2020 m Nov 2020

Significance of not having ability to be personally
vaccinated against COVID-19 on pharmacist
willingness to administer the vaccine to other
individuals in high-risk populations

;% N=321 (Sept);399 (Nov) I

40%
35%
Very Somewhat Not too Not at all
significant  significant  significant  significant

Significantly
Sept: 29%
Nov: 33%

30%
25%
20%

15%
10%
5%

0%

Not Significantly
Sept: 70%
Nov: 68%

B Sept 2020 m Nov 2020
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Pharmacists -
Best Description of Personal Willingness to Order/Prescribe
And Administer COVID-19 Vaccine
November 2020

8% 2% 3%
Not willing ) Not applicable
If force by employer ot wifling to Not yet decided (g9, i, sept 2020)

7 4 O/ but will not prescribe Order or administer (9% in Sept 2020)
o or order vaccine COV,ID'19 vaccine
(9% in Sept 2020) (3% in Sept 2020)
Willing to order/prescribe
And administer vaccine in practice

and community

o -
(61% in Sept 2020) N= 315 (Sept 2020); 386(Nov 2020)
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Pharmacist Readiness
In terms of logistics preparation to provide COVID-19 vaccine when it is released

November 2020 (N=359)

..

37% 239, 34% 6%

Not prepared to participate
in first wave but plan to
participate in future phases

Ready to receive vaccine In final prep stages
and vaccinate as soon as vaccine & will be ready
available

Logistics too difficult and
thus will not participate
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November 2020

Adequacy of support staff

at your practice location to
safely offer COVID-19 vaccine
among other patient care
services you provide

3 70/0 Very adequate

(0
(Sept 2020: 34%) 7 O (0]

3 3 o/O Somewhat adequate Adequate
(Sept 2020: 36%)

1 7% Not too adequate

(Sept 2020: 15%) 0
30%

1 3 % Not at all adequate
(Sept 2020: 15%)

Not Adequate

N= 292 (Sept); 354 (Nov); 55% / 59% Community pharmacy (chain & indep)
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Pharmacists and Flu Vaccination

Personally plan to be vaccinated with How are you offering influenza vaccine this

influenza vaccine when it becomes available season?
N= 291 (Sept);358 (Nov)

N= 313 (Sept); 371 (Nov) o0

90% 50%
80%
70% 40%
60%
50% 30%
40%
[0)

30% 0%
20%
10%

° a7 10%

0%
Yes, have been Yes, plan to be No, have no

vaccinated vaccinated plans to be 0%
vaccinated Walk-ins only Appointment Appointment Not offering
only preferred, this year
H Sept 2020 m Nov 2020 walk-ins
welcome

H Sept 2020 M Nov 2020
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Listen to Your Patients. Help Teach Them.

How do we know if these vaccines are safe?
e ...large studies, > 30,000 volunteers, various ages—races—ethnicities—underlying diseases ...
* ... this is about same # of volunteers as in studies of Shingrix® ...
* ... no safety steps were skipped ... thorough review by career scientists at FDA ...

| heard COVID-19 vaccines cause a lot of side effects.
e ...the most common side effectsare ... About 1in 10 or 20 people develop ...
* ... most people do not have serious problems after being vaccinated ...
e ...your arm may be sore, red, warm to the touch ... symptoms usually last a few days ...
» ...these reactions are a sign your immune system is doing what it is supposed to do ...

Nobody knows whether these vaccines have long-term side effects.
» ...it does take time to accumulate a lot of safety experience ...
e ...common side effects are pretty well understood ...
e ... FDA and CDC use multiple programs to monitor safety ... independent experts review these data ...

More information and resources available at: www.cdc.gov/vaccines/covid-19/index.html



http://www.cdc.gov/vaccines/covid-19/index.html
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Listen to Your Patients. Help Teach Them.

MRNA is brand new stuff — never used in a vaccine before — too risky — messes with your DNA (genes).
e ...your cells use mRNA every day to make all kinds of proteins that enable you to live ...

.. MRNA technology has been studied for more than a decade ... rigorous clinical trials ...
* ... mRNA vaccines cannot cause COVID-19 ...

.. MRNA vaccines do not enter the cell nucleus — cannot change your DNA (genes) ...

Wouldn’t surviving COVID give you better, more natural immunity?
e ...COVID-19 is a lethal disease caused by a lethal virus ...
e ...you could infect others ...

* ... getting vaccinated is a safer choice ... vaccines tap a body’s natural abilities ...

More information and resources available at: www.cdc.gov/vaccines/covid-19/index.html



http://www.cdc.gov/vaccines/covid-19/index.html

Open Forum Discussion: A
Minute for Your Thoughts
Comments, Questions, Feedback



Review of APhA’s Resources
and What’s Coming
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APhA COVID-19 Resources: Know the Facts

Practical Information for Pharmacists to Know Now
New Resource:
Vaccine Hesitancy: Understanding
and Addressing Vaccine Hesitancy
During COVID-19
Updated:
Reimbursement for Administration
of COVID-19 Vaccine(s) — What We
Know

Check out the library of practice resources here



https://www.pharmacist.com/coronavirus/practice-resources
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Weekly Open Forum Webinars

¢ \ " \\) _

Join Us!

December 10, from 1-2pm ET

CE Available - Breaking News: COVID-19 Vaccines - Part 2
Register Today!

Today’s webinar recording and slides will be

available within 24hrs
https://www.pharmacist.com/coronavirus/weekly-webinars



https://elearning.pharmacist.com/products/6328/breaking-news-covid-19-vaccines-part-2?sectionId=b3f509d4-c74c-4d55-96c3-972d0c8aed01
https://www.pharmacist.com/coronavirus/weekly-webinars

COVID-19 vaccines consisting of messenger
ribonucleic acid (mMRNA):

Contain protein subunits
. Contain viruses that express spike protein
Direct host cells to express spike protein

0O 0o T

. Consist of inactivated whole viruses



Adverse events can be considered attributable to
vaccination (cause-and-effect) if:

a
b
C.
d

. They occur soon after vaccination
. They occur any time after vaccination
Many of them have been reported

. They occur in vaccine recipients more often than among
nonrecipients



The Advisory Committee on Immunization
Practices met on December 1 and voted to make
which of the following to be included in Phase 1a
(top priority)?

a. Adults 265 years of age

b. Essential workers and anyone with high-risk medical condition

c. All healthcare personnel and essential workers

d. All healthcare personnel and residents of long-term care facilities
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How to Claim CE Credit

1. After the webinar ends, return to the “My Training” page on pharmacist.com
(http://elearning.pharmacist.com/my-training)

2. Login using your pharmacist.com username and password

3. Click on the “Breaking News: COVID-19 Vaccines — Part 1” session listed in your
enrollments

4. Click on “Breaking News: COVID-19 Vaccines — Part 1” under the “Activities”
heading

5. Enter the attendance code

Complete the evaluation

7. Claim credit

o


http://elearning.pharmacist.com/my-training

