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Q Vaccinate with Confidence

A National Strategy to Reinforce Confidence in COVID-19 Vaccines

CDC'’s Strategy: Empower Healthcare Personnel: Promote confidence among healthcare
personnel in their decisions to get vaccinated and recommend the vaccination to their patients.

Project Goal: Build and reinforce COVID-19 vaccine confidence among healthcare personnel in the
safety net sector and, in turn, the patients they serve.

Partnerships: The National Association of Free and Charitable Clinics and 15 State Associations
and Federally Qualified Health Centers (FQHCs) in Puerto Rico and the U.S. Virgin Islands.

How: Provide tailored COVID-19 vaccine information to the free and charitable clinic sector
through various channels and give the FCC sector a direct line of communication to CDC.



Reminders:

« Please use your first name and clinic name when you join the session

* Use the “chat’ feature to ask questions e

« Please remember to mute your microphone

Unmute

« If you can’t connect audio via computer or you lose computer audio at anytime, you can
call in to session at (408) 638-0968, Meeting ID 932-6566-2201##

« This activity has been approved for AMA PRA Category 1 Credit™ & Nursing CEUs
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Personal Experience Bias?
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At least | am in good company!




Clinical presentation differs for Omicron?

Sore throat A d
Fever ®
Cough ]
Diarrhoea A

Muscle ache or joint pain
Rash

Nausea or vomiting
Fatigue

Altered consciousness

Headache
Loss of appetite
Shortness of breath

Runny nose

Sneezing

Red or irritated eye ]

Loss of smell or taste ®

0 1 2 3
Adjusted OR: Omicron to Delta

UK Health Security Agency: Technical briefing 34



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1050236/technical-briefing-34-14-january-2022.pdf

Coronavirus in the U.S.: _
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% Viral Lineages Among Infections
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United States: 5/1/2022 - 5/7/2022 NOWCAST

.--— USA

WHO lahel Lineage # US Class %Total 95%PI

Omicron BA.2 VOC 56.4% 49.3-63.3%
!
g BA.2.12.1 VOC 42.6% 35.6-49.9%
N
2 BA.1.1 VOC 0.6% 0.5-0.8%
2 o N . (+] UL 0
o o
&
B.1.1.529 VOC 0.2% 0.1-0.4%
<
o
Delta B.1.617.2 VBM  0.0% 0.0-0.0%
Other Other* 0.2% 0.1-0.3%

BA2.12.1

*

Enumerated lineages are US VOC and lineages circulating above 1%
nationally in at least one week period. "Other" represents the aggregation of
lineages which are circulating <1% nationally during all weeks displayed.

**  These data include Nowcast estimates, which are modeled projections that
may differ from weighted estimates generated at later dates

#  AY.1-AY.133 and their sublineages are aggregated with B.1.617.2. BA.1,
BA.3, BA.4, BA.5 and their sublineages (except BA.1.1 and its sublineages) are
aggregated with B.1.1.529. For regional data, BA.1.1 and its sublineages are also
aggregated with B.1.1.529, as they currently cannot be reliably called in each
region. Except BA.2.12.1, BA.2 sublineages are aggreagated with BA.2.

BA2.12.1
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Transmissibility Reference 30% increase 25% over BA.2 ~10% over BA.2

Increase

Immune Escape Reference + +++ +++

Ability to infect cells Reference - o Like BA.1

Key Mutations Reference T367A, D40SN, L452Q L452R, F486V,
R408S R493Q, A 69-70

Cross-Immunity w/ BA.1 Reference Mostly preserved Reduced Reduced

Resistance to Monoclonal Reference ++ ++ + +++

Antibodies

Places Where Dominant Outcompeted >100 countries United States South Africa

Region 2

3-Shot Vaccine 81% 83% 8D TBD

Effectiveness vs (95% CI 75,85) (95% CI 71,91)

Hospitalization*

2-Shot Vaccine 32% S0% TBD TBD

Effectiveness vs (95% Cl 11,49) (95% ClI 7,73)

Hospitalization”

*UKHSA reports, up to 70 days, “ past 6 months, TBD-to be determined @erictopol

There are estimates that more than 60% of the world’s population has been
exposed to Omicron and over 65% of the world’s population has received at least
one dose of the vaccine per IHME at the University of Washington.



SARS-CoV-2 B.1.1.529 (Omicron) Variant Transmission Within
Households — November 2021—-February 2022

FIGURE 2. SARS-CoV-2 infection attack rates* among household contacts (N = 431) with known case status, by household contact characteristics, %
index patient characteristics and practices,!.%% and combined vaccination status** — four U.S. jurisdictions, November 2021-February 2022

* Omicron infection resulted in high ARs among A ——

household contacts in this investigation, Sy
M . . . 12-17 yrs
particularly among those who lived with index '8 saves

Received a booster
Full <5 mos before
Full =5 mos before
Partial

Unvacc

patients who were not vaccinated or who did not
practice prevention measures (isolating or ever
wearing a mask at home)

Previous infection
No previous infection

Household contact characteristics

0-4yrs

* AR in this investigation is consistent with the range

12-17 yrs
18-64 yrs

of ARs observed in other Omicron transmission
studies, and higher than those associated with sk
some other SARS-CoV-2 variants

Asian
Other/Multiple races
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Hispanic/Latino
Other/Unknown ethnicity

* ARs were consistently high across household
contact and index patient age groups, including
those aged 0—4 years, further highlight young

Received a booster
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ongoing susceptibility to infection when SARS-CoV-
2 is introduced in the home
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vaccination
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Transmission occurs quickly, but risk lingers

FIGURE 1.Interval*' between index patient onset date and household
contact onset date — four U.S. jurisdictions, November 2021~

* Transmission occurred within 67.8% (124 February 2022
of 183) of households, and the overall AR >0
among household contacts with known 45 -

status was 52.7% (227 of 431) 40+

. . 35
e Similar ARs were observed across age

groups for household contacts, including
those aged 0—4 years (51.2%, 21 of 41).
ARs were high across all household
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contact vaccination categories but lowest 154
among those who received a booster 10-
dose (47.8%, 54 of 113) or were fully 5+
vaccinated 0
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Interval (days)

MMWR / March 4, 2022 / Vol. 71 / No. 9



Fourth Dose Likely Helps

* A fourth dose of the BNT162b2
vaccine was effective in reducing
the short-term risk of Covid-19—-
related outcomes among
persons who had received a
third dose at least 4 months
earlier.

b NEW ENGLAND JOURNAL of MEDICINE

RESEARCH SUMMARY ”

Fourth Dose of BNT162b2 mRNA Covid-19 Vaccine

in a Nationwide Setting
Magen O et al. DOI: 10.1056/NEJMo0a2201638

CLINICAL PROBLEM

Emergence of the B.1.1.529 (omicron) variant of
SARS-CoV-2 in late 2021 led to the largest waves

of Covid-19 to date. Some policymakers considered
recommending a fourth dose of Covid-19 vaccine
for high-risk populations, but evidence on the effec-
tiveness of four doses as compared with three is
sparse.

OBSERVATIONAL STUDY

Data Source: Electronic records from the largest
health care organization in Israel were used to ex-
amine the relative effectiveness of four doses of the
BNT162b2 mRNA vaccine (Pfizer-BioNTech) as
compared with three doses among adults 60 years
of age or older. A total of 182,122 persons who re-
ceived a fourth dose between January 3 and Febru-
ary 18, 2022, when the omicron variant was pre-
dominant, were matched to persons who had
received a third dose at least 4 months earlier but
had not yet received a fourth dose.

Outcomes Measured: [ive outcomes were examined,
including polymerase chain reaction (PCR)-con-
firmed SARS-CoV-2 infection, symptomatic infec-
tion, Covid-19—related hospitalization, severe
Covid-19, and Covid-19-related death.

N\

of Fourth Dose of BNT162b2 vs. Third Dose
Days 7-30 after Fourth Dose

«t

Relative Vaccine Effecti

PCR-confirmed SARS-CoV-2 infaction 45%
5% CI. 44-47)
Symptomatic Covid-19 = 55%
(95% C1, 53-53)
Covid-19-related hospitalization 63%

95% C), 5974

Severe Covid-19 illness 62%

{95% €, 50-7¢

Covid-19-related death 74%

(95% ©1, 50-90)

RESULTS

For all outcomes studied, four doses of BNT162b2
were more effective than three during days 7 to 30
after the fourth dose. Outcomes were similar in
analyses limited to days 14 to 30 after the fourth
dose.

LIMITATIONS AND REMAINING QUESTIONS

s The follow-up time was short, so longer-term ef-
fectiveness of a fourth dose could not be as-
sessed.

® Given the observational nature of the study, there
was potential for confounding.

® Most participants were drawn from the older
Israeli population.

Links: Full Article | NEJM Quick Take

Relative Vaccine Effecti of Fourth Dose of BNT162b2 vs. Third Dose

Days 14-30 after Fourth Dose
0% S0% 100%
PCR.confirmed SARS.CoV-2 infaction 52%
(35% C1, 43-54)
Symptomatic Covid-19 61%
(53% I, 55-64)
Cowid-19-related hospitalization S ,:7;2?.%
119 § 64%
Sovere Covid-19 illness (95% C1, 43-77)
Covid-19-related doath _T76%
(95% CI, 43-91)

CONCLUSIONS

A fourth dose of the BNT162b2 vaccine, as compared with
a third dose given at least 4 months earlier, appeared to

improve short-term protection against PCR-confirmed
SARS-CoV-2 infection, symptomatic illness, Covid-19-related
hospitalization, severe Covid-19, and Covid-19-related death.




Oldest seniors are again the majority of covid-19 deaths

During the delta variant's surge, most of the deaths were people under age 75. After the arrival
of the omicron variant, the deaths are again mostly among people 75 or older.

Age 75 and up

60%
55
50
45
40

¥ Age 50t0 74

April July Oct. Jan. April July Oct. Jan. April
2020 2021 2022

Share of deaths in that month for each age group

Source: Centers for Disease Control and Prevention DAN KEATING / THE WASHINGTON POST

Unvaccinated still die at a much higher rate

The share of deaths among vaccinated people has risen, but the rate of death is still many times
higher among unvaccinated people. In January and February, unvaccinated people died at
about seven times the rate of the fully vaccinated and 20 times the rate of people with boosters,
according to a study of deaths among the vaccinated from 23 state and county health
departments.

Booster == Fully vaccinated == Unvaccinated

25.0
20.0
15.0
10.0

5.0 3.4

0.4

-— /_\’7
0.0 0.2
Oct. Nov. Dec. Jan. Feb. March
2021 2022

Rate of deaths per 100,000 people

Source: Centers for Disease Control and Prevention DAN KEATING / THE WASHINGTON POST

A key explanation for the rise in deaths among the vaccinated is that covid-19 fatalities are again concentrated among
the elderly. Nearly two-thirds of the people who died during the omicron surge were 75 and older compared with a
third during the delta wave. Seniors are overwhelmingly immunized, but vaccines are less effective and their potency

wanes over time in older age groups.

https://www.washingtonpost.com/health/2022/04/29/covid-deaths-unvaccinated-boosters/



Paxlovid — Why aren’t we using it?

* Some doctors feel uncomfortable rmzmmm
prescribing such a new drug -
(20 PF-07321332 tablets and 10 ritons s
* Others worry about r—o——
contraindications with medications PASS fronae

1 so ; 100 ll\gm
PAXLOVID™

PEOTI21332 PF-07321332
150 mg 150 mg
fien coated

Tablets tablets
Qe el
IO

-

for other conditions.

* Or they question whether a patient
really qualifies as "high risk."

i

 Some may not even realize
Paxlovid is much more available
than it was initially



Among the top 100 prescribed drugs, only two have interactions so severe that nirmatrelvir/
ritonavir should be avoided altogether: rivaroxaban and salmeterol.

Concomitant
Medication

Nirmatrelvir/
Ritonavir Effect
on Drug Level

Possible Effect

Recommendation During Nirmatrelvir/Ritonavir
Treatment

Concomitant Nirmatrelvir/ Possible Effect Recommendation During Nirmatrelvir/Ritonavir Clopidogrel * Increased dotting * Avoid "'"“'t'e'v'd".tm“" for 6 weeks
Medication Ritonavir Effect Treatment after coronary stenting
on Drug Level » Other patients: No change
Rivaroxaban * Increased bleeding | Avoid nirmatrelvir/ritonavir Diazepam * Excess sedation Consider dose reduction, but do not stop if
chronic use
Salmeterol * Ier;;;ecissed cardiac Avoid nirmatrelvir/ritonavir H nel * T e hormonal contraception until
contraceptives contraceptive one menstrual cycle after nirmatrelvir/ritonavir
with ethinyl efficacy
estradiol
Concomitant Nirmatrelvir/ Possible Effect Recommendation During Nirmatrelvir/Ritonavir o ; ;
Medication Ritonavir Effect Treatment Hydrocodone * Increased opioid Consider reducing frequency of dosing or
on Drug Level Oxycodone side effects, reduced dose of hydrocodone/oxycodone
with or without sedation
Alprazolam ? Excess sedation Consider dose reduction, but do not stop if gmw
chronic use
Apixaban * Increased bleeding | Dose d-ependent: o - Im’:" - + B:S;Gased adive No dose adjustment required
¢ Apixaban 2.5 mg: Avoid nirmatrelvir/
ritonavir Paroxetine * Decreased effects | No dose adjustment required
+ Apixaban 5mg or 10 mg: Reduce dose by
50% until 3 days after nirmatrelvir/ritonavir o )
Quetiapine * Increased effects Reduce dose of quetiapine to one-sixth of
Bupropion * Decreased effects No dose adjustment required the original dose during nirmatrelvir/ritonavir
treatment
Buspirone * Increased side Reduce dose or monitor for side effects Risperidone * Increased toxicity No dose adjustment; monitor for adverse
effects effects
Calcium- * Decreased blood * Continue if tolerated based on symptoms Rivaroxaban Increased bleeding | Avoid nirmatrelvir/ritonavir
channel blockers pressure ¢ Reduce dose if patient has low blood
(amlodipine, pressure
nifedipine) Salmeterol * Increased cardiac Avoid nirmatrelvir/ritonavir
Calcium- Decreased blood e Continue if tolerated effects
channel blockers * ressure ; :
(diltiazem 2 * Reduce dose if patient has low blood Statins * Increased toxicity Hold statins during nirmatrelvir/ritonavir course
eraam | pressure or bradycardia (':ldMG-CoA . and for 5 days after
uctase most stati
Clonazepam ? Excess sedation Consider dose-reduction, but do not stop if inhibitors)
chronic use
Steroids, inhaled f Increased toxicity No dose adjustment required
Concomitant Nirmatrelvir/ Possible Effect Recommendation During Nirmatrelvir/Ritonavir or Mw
Medication Ritonavir Effect Treatment
on Drug Level ) ) ) B
sedation, Ho dose scjustment required; consider reducing Steroids, oral * Increased toxicity No spedific adjustment; consider reducing the
* hypotension dose if risk for falls dose
Warfarin Variable :J‘r;z;d:t‘al:l; Monitor INR for dose adjustment Tamsulosin * Hypotension. Dow'dependentﬁ
Valsartan * Hypotension No dose adjustment required; consider reducing orthostasis * Tamsulosin 0.4 mg: No change (monitor
dose if risk of hypotension blood pressure)
) * Tamsulosin 0.8 mg: Consider holding or
Nirmatrelvir/Ritonavir Renal Dosing Guide: decrease to 0.4 mg
Estimated Glomerular Filtration Nirmatrelvir Dose Ritonavir Dose
Rate (eGFR)* Tramadol + Decreased effects, | No dose adjustment required
>60 mUmin | 300 mg every 12 hours x 5 days 100 mg every 12 hours x 5 days increased side
= 30 to < 60 mL/min 150 mg every 12 hours x 5 days 100 mg every 12 hours x 5 days effects

<30 mUmin Nirmatrelvir/ri ir not rec ded

https://www.idsociety.org/practice-guideline/covid-19-guideline-treatment-and-management/management-of-drug-interactions-with-
nirmatrelvirritonavir-paxlovid/

* eGFR calculated by CKD-EPI Creatinine Equation (eGFR Calculator | National Kidney Foundation)



Who Should be Considered for Treatment?

Tier Risk Group

1

¢ Immunocompromised individuals not expected to mount an adequate
immune response to COVID-19 vaccination or SARS-CoV-2 infection
due to their underlying conditions, regardless of vaccine status (see

Immunocompromising Conditions below); or

¢ Unvaccinated individuals at the highest risk of severe disease (anyone

aged =75 years or anyone aged =65 years with additional risk factors).

* Unvaccinated individuals not included in Tier 1 who are at risk of

severe disease (anyone aged =65 years or anyone aged <65 years with

clinical risk factors)

¢ Vaccinated individuals at high risk of severe disease (anyone aged

=75 years or anyone aged 265 years with clinical risk factors)

Note: Vaccinated individuals who have not received a COVID-19 vaccine
booster dose are likely at higher risk for severe disease; patients within

this tier in this situation should be prioritized for treatment.

e Vaccinated individuals at risk of severe disease (anyone aged =265

years or anyone aged <65 years with clinical risk factors)

Note: Vaccinated individuals who have not received a COVID-19 vaccine
booster dose are likely at higher risk for severe disease; patients within

this tier in this situation should be prioritized for treatment.

COVID-19 Death Risk Ratio (RR) for
Select Age Groups and Comorbid Conditions

! Ref (1.00) |-

P 18-39 Years 0
40-49 Years @

a
N 50-64 Years (43}
C]
v 65-74 Years @
o
<
' 75-84 Years
teeeeeenes 85+ Years

Diabetes with Complication

i !

Chronic Kidney Disease —@
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Chronic Obstructive Pulmonary
Disease and Bronchiectasis
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Neurocognitive Disorders

Coronary Atherosclerosis and
............................. Other Heart Disease



Where to find Paxlovid?

Cc @ goodrx.com/conditions/covid

Health Conditions Medications & Treatments Healthcare Well-being More Go to GoodRx

People vulnerable to the worst outcomes from COVID-19 who test positive may be eligible
for the free, home-based early treatment option.

Below, we answer questions about Paxlovid and Lagevrio and show you where you may find
antiviral pills at pharmacies near you.

Find treatment in your area

COVID-19 Antiviral Pill Locator (Paxlovid)

Click the buttons below to toggle between each treatment's availability. If the current availability is *0," the pharmacy has likely
dispensed their current order, but more may be on the way.

Search your city, county, state, or zip code in the box below to see availability in your area.

[ 60201 ]
Provider Address City County State Zip Availability
CVS Store A 33 as of May
Sherman Evanston Cook IL 60201 !
#03901 Avenue 10
3333
CVS Store Central Evanston Cook IL 60201 124 as of May
#08760 Street 10
1616
CVS Store Sherman Evanston Cook IL 60201 10 as of May
#17733 Ave 10
. 1607
Simply Benson Evanston Cook IL 60201 38 as of May

Pure Rx Ave 11




Relapses After Paxlovid?

* Sequencing of SARS-CoV-2 from these
cases did not demonstrate resistance
mutations either at baseline or at
relapse that correlated with

resistance. Currently there are no PN

clear signals of baseline or treatment-
emergent NIR resistance from the

preliminary analyses of clinical trial
EPIC-HR.

 What to do? Treat longer? New
medication? Continue to isolate?

Source: FDA analysis.

e Seems to be uncommon, but need to
understand which patients may
relapse



Paxlovid does not work as prevention

* In a 2,957-subject trial testing whether Paxlovid could also work
preventively, researchers found that the risk of developing an infection
declined by 32% in subjects who received Paxlovid for five days compared
with people who got a placebo, and declined 37% in people who received
treatment for 10 days

* The results weren’t statistically significant and failed the study’s primary
endpoint

* Per Pfizer: “While we are disappointed in the outcome of this particular
study, these results do not impact the strong efficacy and safety data we’ve
observed in our earlier trial for the treatment of Covid-19 patients at high
risk of developing severe illness, and we are pleased to see the growing
global use of Paxlovid in that population”

https://www.wsj.com/articles/pfizers-covid-19-pill-failed-study-
testing-its-preventative-use-11651276069



FDA Authorizes First COVID-19
Diagnostic Test Using Breath
Samples

‘ ! \ \i i

InspectIR COVID-19 Breathalyzer was validated in a large study of 2,409 individuals,
including those with and without symptoms. 91.2% sensitivity and 99.3% specificity

A population with only 4.2% of individuals who are positive for the virus, the test had a
negative predictive value of 99.6%

The test performed with similar sensitivity in a follow-up clinical study focused on the
Omicron variant.

The InspectIR COVID-19 Breathalyzer uses a technique called gas chromatography gas
mass-spectrometry (GC-MS) to separate and identify chemical mixtures and rapidly
detect five Volatile Organic Compounds (VOCs) associated with SARS-CoV-2 infection in
exhaled breath

Each instrument (size of small suitcase) can be used to evaluate approximately 160
samples per day (20 per hour).



Near 1 million deaths due to COVID-19




Questions?




Thank you!

Next Session: Thursday, June 16t" ,12-1:15pm CST

Resources & recording of the session
https://www.echo-chicago.org/resources/covid19/

This project was funded in part by a cooperative agreement with the Centers for Disease Control and Prevention grant number 1 NU50CK000588-
01-00. The Centers for Disease Control and Prevention is an agency within the Department of Health and Human Services (HHS). The contents of

this resource center do not necessarily represent the policy of CDC or HHS and should not be considered an endorsement by the Federal
Government.
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QUESTIONS & CONTACT

Project Team Email: vaccinate@americares.org

Tija Danzig, Project Director: tdanzig@americares.org

Kristin Kelley, Administrative Support: kkelley@americares.org

Zamericares

Health is on the way.”
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