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& 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 6 State Associations:
to consult directly with clinic personnel in highly vulnerable areas with low vaccination rates.

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

« Please remember to mute your microphone

Unmute

« |f 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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Disclosures

* We have no relevant financial interests to disclose.
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Coronavirus in the U.S.:

Latest Map and Case Count

New reported cases

All time Last 90 days

Test positivity rate

Cases

Test positivity
Hospitalized
Inl.C.U.s

Deaths

T-day

DAILY AVG. ON FEB. 14
39,199

10%

28,522

3,545
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https://www.nytimes.com/interactive/2021/us/coronavirus-us-cases.html



Daily new hospital admissions by age

; I — — —
All time Last 90 days UNDER 18 1820 30-48 50-58 60-68 70+  ALLAGES
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Post-holiday surge did not materialize this time!

Cases Deaths Vaccinations

Hospitalizations

New Cases (Weekly Total) New Deaths (Weekly Total) New Admissions (Daily Avg) % with Updated Booster Dose

282,827 3,171 3,600 15.8%
Case Trends Death Trends Admission Trends Total Population
Dec 2022 Feb 2023 Dec 2022 Feb 2023 Dec 2022 Feb 2023

Total Cases

102,736,819

Total Deaths

1,110,364

Current Hospitalizations Total Updated Booster Doses

21,442 52,499,720
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Additional sequences

are submitted from
state, territorial, local
and tribal health
departments. CDC
provides support to
state and local
laboratories to
strengthen genomic
sequencing capacity.

CDC collaborates
with universities to
conduct genomic

surveillance
research.

NS3 specimens

are shipped from
US public health
laboratories.

Pipeline for SARS-CoV-2
Genomic Surveillance

In the United States, CDC tracks emerging
variants through genomic surveillance
using a multilayered approach

CDC contracts with
commercial diagnostic
laboratories to sequence
specimens across the
United States.

Specimen receipt and
initial processing

Specimen preparation
and sequencing

Sequence data
generation Y
and collection ¥

Sequence data Quality Control
T There are quality control tests at
submission multiple stages of the pipeline to

verify the accuracy of genomic
sequencing data.

to public repository

-

Public Repositories

Bioinformatic analysis of genomic

sequence data S ——

Published data is made available for analysis to %

scientists around the world through public repositories.
Scentists at CDC conduct dstailed analyses of the £
saquance data % identify variants and actively monitor -
#hesr proportions fo evaluate potential impacts on critical _;
SARS-CoV-2 countermeasures, including vaccines,

#erapeutics, and diagnostics




COVID-19 Risk Continuum

COVID-19 Risk Continuum

LOWER RISK HIGHER RISK
Age
(years)
The most important risk factor is increasing age.
Medical Conditions

(e.g, dicbetes, chronic
kidney disease, obesity, None
lung disease, pregnancy)

3+

Full vaccination
Vaccination Status

Full
plus boosting

Partiol
vaccination

3 - Unvaccinated
vaccination

Solid orgon Stem cell
Immunosuppression CAFRPOPISION transplant transplont
(Hlustrative theropies ond
conditions - there may be
significont variation in risk

Lymphodepletion
within eoch category)

(e.g., onti-CD20*)
Antimetabolites Hematologicol
(e.g.. mycophenolate)

Biologics (e.g., onti
tumor necrosis factor)

molignancy

Sociodemographic factors and non-pharmaceutical interventions affect exposure risk

COVID-1955
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If you have a weakened immune system or live with
someone who does, create a COVID-19 action plan

Get an updated
COVID-19
vaccine

Prevention Measures:

Improve Learn about Get tested if
ventilation and testing locations you've been Wash your
spend time and treatment exposed or have hands often
outdoors options before symptoms*
getting exposed
or sick

+ | PHARMACY l

*Talk to your doctor about treatment options if you test positive

bit.ly/mm7205e3

JANUARY 27, 2023

Wear a
well-fitting mask
and maintain
distance in
crowded spaces

-,
hnd |




Proportion of Variants Susceptible: Bebtelovimab

178 my2 f
“““No longera

istant

BA.1.1 BA.1 + R346K No change 176
5 G339D, S371F, S373P, S37SF, TI76A, DAOSN, RAOBS, KAI7N, NAAOK, |\ oy
282 S477N, TA78K, EA84A, Q493R, Q498R, N501Y, YS05H z
BA.2.12.1 BA.2 + L452Q No change 5*
BA.2 + D339H, G446S, N460K, .
BA.2.75 R493Q (r ion) No change 2.4-15
G339D, S371F, $373P, S375F, T376A, D40SN, R408S, K417N, N44OK, o
8A4 L452R, S477N, TA78K, E484A, F486V, Q498R, N5O01Y, Y505H No.change 345
G339D, S371F, 5373P, S375F, T376A, D40SN, RA08S, K417N, N44OK, .
BAS LA52R, SA7TN, TA78K, EAB4A, FAS6Y, Q498R, NSO1Y,YsosH | \O change 286
BA.4.6 BA.4 + R346T No change >1000*
BE.7 BA.4 + R346T No change* >5000*
BQ.1 BA.S + K444T, N460K 5672* 2000*
BQ.1.1 BA.S + R346T, K444T, N460K >672* >2000*
XBB BA.2 + R346T, L368I, V445P, G446S, NA60K, FA86S, FA90S Not promising ~ >1400*
XBB.1.5 XBB (F486P replaces F4865) Not promising  >5000*
Source: FDA healthcare provider fact sheets. Last updated January 26, 2023 Jeff Pearson @
No change: < 5-fold reduction in susceptibility @jeffpearsOn

* Performed in pseudotyped virus-like particles rather than authentic SARS-CoV-2 virus

Proportion of Variants Susceptible: Tixagevimab-Cilgavimab
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Resistant vartants: BO.1 + BOLL.1 + BE7 + BAAG + BA2.75.2 + BA5.2.6 + XBB + X88,1.5

Last updated January 26, 2023 Jetf Pearson @
SjeffpearsOn



Small molecule antivirals anticipated to be active against new variants

1) Nirmatrelvir/r

Efficacy
(hospitaliza-
tion/death in
unvaccinated,

high risk)

Pros

Cons

*Relative risk reduction:
88% (EPIC-HR)

*Absolute risk: 6.3%—>0.8%

*NNT: 18

*Highly efficacious

*Oral regimen

*Ritonavir studied (safe) in
pregnancy

*Drug drug interactions

2) Remdesivir 3) Molnupiravir
*Relative risk reduction: 87% *Relative risk reduction: 30%
(PINETREE) (MOVe-0UT)
*Absolute risk: 5.3%—>0.7% *Absolute risk: 9.7%—>6.8%
*NNT: 22 *NNT: 35
*Highly efficacious *Oral regimen
*Studied in pregnancy *Not anticipated to have drug
*Few/no drug interactions interactions
*Requires IV infusion on 3 *Lower efficacy
consecutive days *Concern: mutagenicity

*Not recommended in
pregnancy/children

Modified from Table in Gandhi RT, Malani P, del Rio C, JAMA, Jan 14, 2022
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Early Treatment with Pegylated Interferon Lambda for Covid-19

Reis Getal. DOI: 10.1056/NEJMoa2203760

CLINICAL PROBLEM

"
Convenient, widely available, and effective therapies B erieon 1 Placebo i
to treat 1'{mu_ﬂ-l‘2‘_l in putpatients are n?eded_‘ SARS- {531} 74 i=-101% 2
CoV-2 infection induces weak expression of naturally & /,
¢

produced type III interferons — an early line of de- b/
fense against respiratory viruses — in infected cells.
Whether an exogenous source of interferons, such as
pegylated interferon lambda, can trear early SARS-
CaV-2 infection is unknown.

Hospitalization or ED Visit within 28 Days

L] Relative risk, 0.49

E A55% Baprsion crodible indereal, 0.30-0.76)
ELERICKL TREAL 5 o Posterior probabiliny of superianity, »99.9%
Design: A phase 3, adaptive platform, randomized, & -
placebo-controlled trial assessed the efficacy and g o
safety of pegylated interferon lambda in adult outpa- é 5 27 =
tients in Brazil and Canada who were at high risk for
severe illness soon after they received a diagnosis of o Pegylated Interferon Lambda Placebo

Covid-19,

Intervention: 1949 adults presenting within 7 days

. e B Hespitalization or ED Yisit According to Vaccination Status
after symptom onsct with a positive rapid test for 00

SARS-COV-2 and with at least one high-risk criterion $ Vaccinated Unvaccinated
(e.gz., age 250 vears, diabetes mellirus, and hyperten- 3™ PR
sion leading to the use of medication) were assigned to E. el i ;:I'Ii'ﬁ (95 o
receive a single subcutaneous injection of pegylated in- £ -
terferon lambda (180 ug) or placebo. Most patients 2 a0 38/835
had received at least one dose of Covid-19 vaceine. The % 19736 T
primary outcome was a composite of Covid-19-relared & P L
hospitalization {or referral to a tertiary hospital) or ad- = . —
S 3 Meve i bt el NN Gare i TS

r >0 hours) within ays after ran ization. '

Covid-19-Related
RESULTS ” Hospitalization or Death Incidence of Adverse Events
Efficacy: The risk of Covid-19—related hospitalization . Tl e i )
or an ED visit was approximately 50% lower in the in- . Fasterior probals
terferon group than in the placebo group. Results were .E_ Relativg rick, 0.61 15.1
consistent regardless of vaccination status. uE 1 L ]glp__occuclbt 1581
Safety: The incidence of adverse events was similar in ‘;é“ 10
the two groups. : ) ) "
“ — 40/1018
REMAINING QUESTIONS Pegylated Placebo Pagylated
Interferon Lambda Interferon Lambda

= Since the completion of the trial, a pelymorphism

in the innate antiviral response gene 0481 has been

linked to clearance of SARS-CoV-2, and a common CONCLUSIONS

haplotype could indicate a greater likelihood of re- Among high-risk, symptomatic, largely vaccinated outpatients

sponse to pegylated interferon lambda and other with a recent diagnosis of Covid-19, those who received a

interferons. single subcutaneous injection of pegylated interferon lambda

had a lower risk of Covid-19-related hospitalization or an
ED visit within 28 days than those who received placebo.

Links: Full Article | NEIM Quick Tale

The best treatment for COVID-19 could be the one you can’t get

1.Efficacy shown even in vaccinated people
2.Worked across all variants

3.Dropped viral loads faster

4.Side effects comparable to placebo

5.“0One and done” treatment

6.No drug interactions

7.Might work against other viral infections too!

https://www.bostonglobe.com/2023/02/10/opinion/best-treatment-covid-19-could-be-one-you-cant-get/



Masks Don’t Work?

* Recent publication of updated Cochrane Review suggests wearing masks in the community cast doubt on masking’s ability to
reduce the spread of viral infections

* Meta analysis performed on 78 RCTs (11 new ones since 2020)

* The studies were heterogenous — some in non-epidemic settings, some with HIN1 in 2009

* Apples and oranges were analyzed together -- If apples work but oranges don’t, combining all studies in a single average figure may lead to the
conclusion that apples do not work.

* Adherence to mask wearing was questionable in many studies analyzed

» Paper’s conclusion: There is uncertainty about the effects of face masks. The low to moderate certainty of evidence means our
confidence in the effect estimate is limited, and that the true effect may be different from the observed estimate of the effect. The
pooled results of RCTs did not show a clear reduction in respiratory viral infection with the use of medical/surgical masks. There
were no clear differences between the use of medical/surgical masks compared with N95/P2 respirators in healthcare workers
when used in routine care to reduce respiratory viral infection. Hand hygiene is likely to modestly reduce the burden of respiratory
illness, and although this effect was also present when ILI and laboratory-confirmed influenza were analysed separately, it was not
found to be a significant difference for the latter two outcomes.

https://doi.org/10.1002/14651858.CD006207.pub6
https://theconversation.com/yes-masks-reduce-the-risk-of-spreading-covid-despite-a-review-saying-they-dont
-198992?utm_medium=Social&utm_source=Twitter#Echobox=1675714720-1



https://doi.org/10.1002/14651858.CD006207.pub6
https://theconversation.com/yes-masks-reduce-the-risk-of-spreading-covid-despite-a-review-saying-they-dont

The Best Defense Against Long COVID?

The findings of this prospective cohort study indicate that
adherence to a healthy lifestyle was associated with
substantially reduced risk of developing PCC among
individuals subsequently infected with SARS-CoV-2. If the
associations we found were causal, among healthy lifestyle
factors, maintaining a healthy weight and having adequate
sleep duration may confer the greatest benefit for prevention
of PCC.

A total of 1981 women with a positive SARS-CoV-2 test over
19 months of follow-up were documented. Among those
participants, mean age was 64.7 years (SD, 4.6; range, 55-75);
97.4% (n = 1929) were White; and 42.8% (n = 848) were
active health care workers. Among these, 871 (44.0%)
developed PCC. Healthy lifestyle was associated with lower
risk of PCC in a dose-dependent manner.

PCC symploms

Fatigue I |
Shortness of breath or difficulty breathing _I

_ B, of bove-risk lifestyle (ackars price 1o ivlection
Persistent cough | - . 0-4(n 5‘-.]] :I 5.6 (e 50)

Muscle, joint, or chest pain TN

Senel or taste problems I_—l

Confusion, disorientation, brain fog 5

Mplllar:f e g

Depression, anxiet ¥ thamnges in mood 5

Heart palpitatian E

a 20 A &0 iln]
Participants, %

JAMA Intern Med. Published online February 6, 2023. doi:10.1001/jamainternmed.2022.6555



Ehe New 1Jork Eimes

U.S. Plans to End Public Health
Emergency for Covid in May

The end of the emergency, planned for May 11, will bring about a
complex set of policy changes and signals a new chapter in the

government’s pandemic response.

19% Give this article o~ D [:] 186




End of Public Health
Emergency

What it means for free and charitable clinics



Ending of Public Health Emergency

* On May 11, 2023, the Biden Administration will end the public health
emergency declarations

* The administration does not have additional funding for COVID-19
testing, vaccination, or treatment unless authorized by Congress



COVID-19 Testing

* Most significant immediate change will be increased cost and
decreased access to testing

* At-home and in-office tests will no longer be free for most people
* For those on Medicaid, tests are covered at no cost through Sept 2024
* Subject to cost-sharing for those with insurance
* Free tests to uninsured will not be federally funded



COVID-19 Treatment

* Any doses of treatment (ie Paxlovid) purchased by the federal
government are still free until federal supply is depleted

* Medicaid will cover COVID-19 treatment through Sept 30, 2024



COVID-19 Vaccines

* No significant changes at this time

 Availability of vaccines is determined by supply of federally purchased
vaccines and not the public health emergency

* Providers of federally purchased vaccine CANNOT charge patients

 When federal supply runs out

» Patients with Medicaid, Medicare, and private insurance will have access to
free vaccines

* Access for uninsured remains questionable

* FDA emergency use authorizations are not tied to the public health
emergency



Other Changes

* Telemedicine
* Prescriptions for controlled substances require an in-person visit again

* Some states with temporary waivers for out-of-state providers to provide
telehealth will expire

* Telemedicine will be restricted to HIPPA compliant technology and products

e Data availability

 DHHS will no longer have the authority to require labs to report COVID-19
testing results

* Decrease ability to calculate percent positivity



Other Changes

* Millions of people who gained access to Medicaid may loose it

* Families First Coronavirus Response Act: Required state Medicaid programs to
keep people continuously enrolled until PHE ends to receive enhanced federal

funding
 Since February 2020, Medicaid enrollment increased by 19.8 million (27.9%)
» States can begin disenrollment in April
* 5-14 million expected to loose Medicaid as a result



Planning for FCCs

* Encourage patients to take advantage of options for free at-home
tests now, request and stock up

* Explore options for affordable in-office testing
* Encourage vaccination while vaccination is free

* Education and outreach
* Re-enrollment efforts for individuals still eligible for Medicaid
* Resources for individuals no longer eligible for Medicaid

* Consider data resources available and adjusting safety plans to
account for limited percent positivity data



Questions?



Thank youl!

Next Session: Thursday, March 16th ,12-1 pm CST

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

This project was funded in whole by a cooperative agreement with the Centers for Disease Control and Prevention grant number 5 NU50CK000588-
03-00. 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

Scott Rasmussen, Project Director: SRasmussen@americares.org

Kelley Matney, Administrative Support: KMatney@americares.org

Zamericares

Health is on the way.’
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