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Respiratory viral threat:
Current score and blitz

Swati Gaur MD, MBA, CMD, AGSF




Assess the current threat

Review the evidence-based resources available to us

Plan our blitz against the respiratory viral threat

Discuss common questions/ myths
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Resident cases: FL
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Confirmed COVID-19 Cases among Staff and Rate per 1,000 Resident-Weeks in Nursing
Homes, by Week—United States
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COVID-19 Deaths among Staff and Rate per 1,000 Resident-Weeks in Nursing Homes, by Week
—United States
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Wastewater o

surveillance
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COVID-19 Weekly Cases per 100,000 Population by Age Group, HHS Region 4
March 01, 2020 - November 19, 2022*
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Age by Race/Ethnicity Region 4: Includes data up to the week ending on Nov 19, 2022. Percentage of cases reporting age by date - 100.00%.
Race/Ethnicity US territories are included in case and death counts but not in population counts. Potential six-week delay in case reporting to CDC denoted by less cases have been suppressed.
*Case Earliest Date is the earliest of the clinical date (related to illness or specimen collection and chosen by a defined hierarchy) and the Datd E rrent week extends through
Race/Ethnicity by Age Saturday. ~Case rates for South Dakota during the week ending Aug 07, 2021, and Texas during the week ending Jun 25, 2022, are reflective of] - - 6 i e data are provisional, and as

additional clinical date data becomes available, the case rates over time are subject to change.
Last Updated: Nov 25, 2022 Source: CDC COVID-19 Case Line-Level Data, 2019 US Census, HHS Protect; Visualization: Data, Analytics & Visualization ks areness Public Health Science Team
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COVID-19 Weekly Deaths per 100,000 Population by Age Group, HHS Region 4
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Region 4: Includes data up to the week ending on Nov 19, 2022. Percentage of deaths among reported cases - 1.10%. Percentage of deaths reporting age by date - 100.00%.
US territories are included in case and death counts but not in population counts. Potential six-week delay in case reporting to CDC denoted by gray bars. Weekly data with five or less deaths have been suppressed.

*Case Earliest Date is the earliest of the clinical date (related to illness or specimen collection and chosen by a defined hierarchy) and the Date Received by CDC. The date for the current week extends through
Saturday. ~The death rate for Texas during the week ending Jun 25, 2022, are reflective of a data reporting artifact.
Source: CDC COVID-19 Case Line-Leve! Data, 2019 US Census, HHS Protect; Visualization: Data, Analytics & Visualization Task Force and COC CPR DEQ Situational Awareness Public Health Science Team
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Flu
hospitalizations

Hospitalization Rate per 100,000
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Cumulative Rate of Laboratory-Confirmed Influenza Hospitalizations
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**|n this figure, weekly rates for all seasons prior to the 2022-23 season reflect end-of-season rates. For the 2022-

23 season, rates for recent hospital admissions are subject to reporting delays, as shown in the shaded area. As

hospitalization data are received each week, prior case counts and rates are updated accordingly.



V surveillance data

In the 2022-2023 season, the overall rate of RSV-associated hospitalizations was 30.4 per 100,000 people.
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surveillance by age:

In the 2022-2023 season, the overall rate of RSV-associated hospitalizations was 304 per 100,000 people.
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Discussion of data on
effectiveness of vaccine
and treatment for COVID-19



An updated (bivalent) COVID-19 booster provides
additional protection against symptomatic

COVID-19 iliness*

COVID-19 spread has
Increased during the last

COVID-19 VACCINE two winters; stay up to date
DRIVE -THRU with COVID-19 vaccination

e

| | * Amang immunooompetent adults with COVID-19-like symploms, the
vaccnation status of 121687 adults with a positive COVID-19 test was
companed o that of 2389739 adults with a negatve COVID-9 test

e MVIWR

NOVEMBER 22, 2022



Lower case count: Bivalent boosters

Age Group

Y B Rates of COVID-19 Cases by Vaccination Status in Ages 12 and Older
Select Outcome August 28, 2022-October 22, 2022 (21 U.S. jurisdictions) Y E2
® ?j:;: ) @ Unvaccinated © Vaccinated without updated booster @ Vaccinated with updated booster
300
Date

Sunday, October 16, 2022

8/22/2022 10/16/2022 200 Unvaccinated 120.00

O

@ Vaccinated without updated booster 51.32
Vaccinated with updated booster 36.77

100

Incidence per 100,000 population

Sep 04 Sep 11 Sep 18 Sep 25 Oct 02 Oct 09 Oct 16
Positive specimen collection date by start of week

People aged 12 and older vaccinated with an updated (bivalent) booster had:

in September 2022, and

3.2X

in October 2022, compared to unvaccinated people.
lower risk of testing positive for COVID-...

https://covid.cdc.gov/covid-data-tracker/#rates-by-vaccine-status



Lower death rate: Bivalent booster

Age Group

Y B2 Rates of COVID-19 Deaths by Vaccination Status in Ages 12 and Older
Select Outcome August 28, 2022-October 01, 2022 (21 U.S. jurisdictions) Y B2
@ Deaths
Cases @ Unvaccinated " Vaccinated without updated booster @ Vaccinated with updated booster
Date

8/22/2022 9/25/2022

@)

2 \
Sunday, September 18, 2022
1 Unvaccinated 1.59

@ Vaccinated without updated booster 0.35

Vaccinated with updated booster 0.00

Incidence per 100,000 population

I
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Positive specimen collection date by start of week

People aged 12 and older vaccinated with an updated (bivalent) booster had:

in September 2022, and

3.2X

in October 2022, compared to unvaccinated people.
lower risk of testing positive for COVID-...

https://covid.cdc.gov/covid-data-tracker/#rates-by-vaccine-status



Flu vaccine

For admitted patients
it decreased ICU
admission and
duration of
hospitalization

Flu vaccine effective in
decreasing risk of
severe symptoms and
hospitalization by
~50%




Infection control

e https://doi.org/10.1093/infdis/jiac195

JOURNAL ARTICLE EDITOR'S CHOICE

Fit-Tested N95 Masks Combined With Portable
High-Efficiency Particulate Air Filtration Can
Protect Against High Aerosolized Viral Loads Over
Prolonged Periods at Close Range 3

Shane A Landry %, Dinesh Subedi, Jeremy J Barr, Martin | MacDonald, Samantha Dix,
Donna M Kutey, Darren Mansfield, Garun S Hamilton, Bradley A Edwards,
Simon A Joosten

The Journal of Infectious Diseases, Volume 226, Issue 2, 15 July 2022, Pages 199-207,
https://doi.org/10.1093/infdis/jiac195
Published: 10 May2022 Article history v


https://doi.org/10.1093/infdis/jiac195

Treatment: Paxlovid
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Original Research | 13 December 2022

Nirmatrelvir Plus Ritonavir for Early COVID-19 in a
Large U.S. Health System -

A Population-Based Cohort Study

Scott Dryden-Peterson, MD, MSc Q, Andy Kim, BS @, Arthur Y. Kim, MD @, ... View all authors +

Author, Article, and Disclosure Information

https://doi.ora/10.7326/M22-2141 Eligible for CME Point-of-Care




% Real-world data shows early treatment for
H COVID-19 helps prevent hospitalization

Adults* prescribed Paxlovid for IF YOU HAVE COVID-19 SYMPTOMS:

mild-to-moderate COVID-19 were

1 TEST
0 less Use a self-test, locate a test site, or find a Test
o Iikely to Treat location
s 2 TALK

to be hospitalized than those If you test positive, talk to a health care

who weren't @ ; ~,  professional abouttreatment
3 TREAT

* regardless of vaccination status Start treatment within 5 days

e MMWR

NOVEMBER 22, 2022



Nirmatrelvir and the RISK OT FOST-ACUte >equelae o1
COVID-19

1.00-

0.96 -

Control group
—— Nirmatrelvir

Survival probabilities
£
©
b

- A - -
Survival probability of post-acute sequelae in nirmatrelvir and no treatment control group.
a. post-acute sequelae of COVID-19 (PASC); b. death; c. hospitalization; d. composite outcome of death or hospitalization. Outcomes were ascertained 30 days after the SARS-CoV-2 positive test until the end of follow-up. Survival

probability presented for nirmatrelvir (purple, N=9217) and control group (orange, N=47,123). Shaded areas are 95% confidence intervals.
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Early treatment (HAN- Dec 20)

* First-line therapy,

* ritonavir-boosted nirmatrelvir (Paxlovid™) or
e remdesivir (Veklury®),

* Second-line therapy,
* molnupiravir (Lagevrio™)

D


https://t.emailupdates.cdc.gov/r/?id=h73c1501b,1806d42f,1806dfcf&e=QUNTVHJhY2tpbmdJRD1VU0NEQy1ETTk2MTQyJkFDU1RyYWNraW5nTGFiZWw9SEFOJTIwNDgzJTIwLSUyMENPQ0ElMjBTdWJzY3JpYmVycw&s=mRjLxSxBZXhKchaO7rHCAm3T5gz8zvOp2uNvajfBMGg
https://t.emailupdates.cdc.gov/r/?id=h73c1501b,1806d42f,1806dfd0&e=QUNTVHJhY2tpbmdJRD1VU0NEQy1ETTk2MTQyJkFDU1RyYWNraW5nTGFiZWw9SEFOJTIwNDgzJTIwLSUyMENPQ0ElMjBTdWJzY3JpYmVycw&s=Yx7gY_PRWMDqLga4XChF6N-T21yQO4M928eijkff-xg
https://t.emailupdates.cdc.gov/r/?id=h73c1501b,1806d42f,1806dfd1&e=QUNTVHJhY2tpbmdJRD1VU0NEQy1ETTk2MTQyJkFDU1RyYWNraW5nTGFiZWw9SEFOJTIwNDgzJTIwLSUyMENPQ0ElMjBTdWJzY3JpYmVycw&s=qxdS-onpmjrBHCu_Qj4bg8iPvCVg3oDjMDg4mskI8Jc
https://t.emailupdates.cdc.gov/r/?id=h73c1501b,1806d42f,1806dfd2&e=QUNTVHJhY2tpbmdJRD1VU0NEQy1ETTk2MTQyJkFDU1RyYWNraW5nTGFiZWw9SEFOJTIwNDgzJTIwLSUyMENPQ0ElMjBTdWJzY3JpYmVycw&s=I7TaeIziXxBzpg6eiZZ8UG6xGHMsiyl3dGfFWedtRgA

Therapeutics

* (1) are aged 50 years and older, or
* (2) have an underlying condition, or
* (3) have moderate to severe immunosuppression,

Regardless of their vaccination status, all of these groups of people
should be tested for SARS-CoV-2 as soon as possible after symptom
onset and receive treatment within 5 to 7 days of symptom onset with

one of several treatment options.
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https://t.emailupdates.cdc.gov/r/?id=h73c1501b,1806d42f,1806dfda&e=QUNTVHJhY2tpbmdJRD1VU0NEQy1ETTk2MTQyJkFDU1RyYWNraW5nTGFiZWw9SEFOJTIwNDgzJTIwLSUyMENPQ0ElMjBTdWJzY3JpYmVycw&s=8jvvnQqdWO45HSonQmRt-AodwGXTTd-J2XkjB3NPs2c
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COVID-19 Risk Continuum

LOWER HIGHER
RISK RISK

Age
(years)

Medical Conditions
(e.g., diabetes, chronic
kidney disease, obesity,

lung disease, pregnancy)

Full vaccination Full Partial

’ e S Unvaccinated
plus boosting vaccination vaccination

Vaccination Status

: Corticosteroids Lymphodepletion (e.g., anti-CD20*)
Immunosuppression
(illustrative therapies Biologics Antimetabolites Solid organ transplant  Stem cell transplant
and conditions) (e.g., anti-tumor (e.g., mycophenolate)

AIDS Hematological

necrosis factor) malignancy

Sociodemographic factors and non-pharmaceutical interventions affect exposure risk

COVID-195 et

Brought to you by CDC and 14 | | JSA

Original illustration by Dr. William Werbel. Adapted for the




CLINICAL SURVEILLANCE TEST Transfer to COVID-19 unit

e Low threshold for testing e COVID-19 Ag test + Flu/RSV/COVID-19 PCR
Expand surveillance symptoms

Increase frequency

Institute standing orders (lab, Supp Rx,
monitor) (communication to IP, CP, MD,
DON, Adm)

¢ |P- contact tracing, PPE determination, freq of
testing

¢ CP- assessment for Pax/ Lagevrio- d/w MD create
recommendations - communication to individual
providers

e MD, DON, Adm - Vaccine boost, comm to fam




DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-1850

CMS

CENTERS FOR MEDICARE & MEDICAID SERVICES

Center for Clinical Standards and Quality

Ref: QSO-23-03-All

DATE: November 22, 2022

TO: State Survey Agency Directors

FROM: Directors, Quality, Safety & Oversight Group (QSOG) and Survey &
Operations Group (SOG)

SUBJECT:  The Importance of Timely Use of COVID-19 Therapeutics

Memeorandum Summary

» Providers and suppliers, especially those delivering care in congregate care settings, should
ensure their patients and residents are protected against transmission of COVID-19 within
their facilities, as well as receiving appropriate treatment when tested positive for the virus.

o Further, all providers and suppliers should continue to implement appropriate infection
control protocols for COVID-19 (https://www.cdc.gov/coronavirus/2019-ncov/hep/infection-
control.html) and Influenza (https://www.cdc.gov/flu/professionals/infectioncontrol/index.htm).

o This memo discusses the importance of the timely use of available COVID-19 therapeutics,
particularly for high-risk patients who test positive for the virus.




Discuss common questions/ myths
https://quality.allianthealth.org/wp-content/uploads/2022/11/Bivalent-

Myths-and-Facts-ver-2 508.pdf

https://paltc.org/sites/default/files/Vax%20and%20Pax%20toolkit 11 14 Fl
NAL.pdf



https://quality.allianthealth.org/wp-content/uploads/2022/11/Bivalent-Myths-and-Facts-ver-2_508.pdf
https://paltc.org/sites/default/files/Vax%20and%20Pax%20toolkit_11_14_FINAL.pdf

The reaction to bivalent is higher: NO
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https://www.nejm.org/doi/full/10.1056/NEJM0a2208343



https://www.nejm.org/doi/full/10.1056/NEJMoa2208343

The reaction to coadministration is worse: NO

A
100~ Coadministration QIV G
_I_ Coadministration mRNA
80 E1QIV-HD
. [ mRNA-1273
“, B Grade 3
n 60+
5
-3
£ 404
I
[
20+
T T
0+ T - e T
Injection site Axillary Axillary Injection site Injection site Injection site Injection site
pain swelling tendemess erythema swelling induration bruising
B
100 = B Coadministration
E1QIV-HD
80 @ mRNA-1273
- Il Grade 3
n 604
5
k-
é 40
&
20+
0
Fever Headache Malaise Myalgia Arthralgia Shivering Fatigue Nausea Vomiting

Solicited injection site reactions (A) and solicited systemic reactions (B) occurring up to 7 days after injection (immunogenicity analysis set)

Error bars show 95% Cls. Coadministration QIV-HD shows the solicited reactions observed in the QIV-HD-injected limb of participants in the coadministration group.
Coadministration mRNA-1273 shows the solicited reactions observed in the mRNA-1273-injected limb of participants in the coadministration group. QIV-HD=high-dose

quadrivalent influenza vaccine.

https://www.ncbi.nim.nih.gov/pmc/articles/PMC8803382/



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8803382/

Select Outcome

Deaths
@ Cases

Date

8/22/2022

Y E2 Rates of COVID-19 Cases by Vaccination Status in Ages 12 and Older
August 28, 2022-October 22, 2022 (21 U.S. jurisdictions) Y B2

@ Unvaccinated ' Vaccinated without updated booster @ Vaccinated with updated booster
300

Sunday, October 16, 2022

10/16/2022 200 Unvaccinated 120.00

D

@ Vaccinated without updated booster 51.32

Vaccinated with updated booster 36.77

100

Incidence per 100,000 population

Sep 04 Sep 11 Sep 18 Sep 25 Oct 02 Oct 09 Oct 16
Positive specimen collection date by start of week

People aged 12 and older vaccinated with an updated (bivalent) booster had:

in September 2022, and

3.2X

in October 2022, compared to unvaccinated people.
lower risk of testing positive for COVID-...

Bivalent
booster does
not prevent
illness: It
DOES



We have to wait 3 months after COVID-19 to give
bivalent: NO can give as soon as noncontagious

Can | get vaccinated against COVID-19 while I am currently sick with COVID-19? A\

No. You should wait to be vaccinated until after you complete your isolation period. People who have symptoms will

end isolation at a different time than people who do not have symptoms. This also applies to people who have been
vaccinated but get COVID-19 before getting any additional or booster doses. Additionally, you may consider delaying
your next vaccine (primary dose or booster) by 3 months from when your symptoms started or, if you had no

symptoms, when you received a positive test.



We need to withhold
vaccine drive if there
Is outbreak: No, there
IS even more urgency




| have to wait for vaccine clinics to give
vaccine: NO

e Reach out to your QIO (quality improvement organization)
* https://qioprogram.org/locate-your-qgio

* Become a self provider for bivalent (Medical Directors) (GA)
* https://dph.georgia.gov/covid-vaccine-information-providers
* Fill out this LTCF COVID-19 Vaccine Bivalent Booster Administration Assistance
Survey (GA)
* https://www.surveymonkey.com/r/LTCFVaxAssist



https://qioprogram.org/locate-your-qio
https://dph.georgia.gov/covid-vaccine-information-providers
https://www.surveymonkey.com/r/LTCFVaxAssist

Therapeutics Myth:



Need to wait for symptoms to develop: NO

COVID-19 Risk Continuum

LOWER HIGHER
RISK RISK

Age
(years)

Medical Conditions
(e.g., diabetes, chronic
kidney disease, obesity,

lung disease, pregnancy)

Full vaccination Full Partial

. b B Unvaccinated
plus boosting vaccination vaccination

Vaccination Status

. Corticosteroids Lymphodepletion (e.g., anti-CD20*)
Immunosuppression
(illustrative therapies Biologics Antimetabolites Solid organ transplant  Stem cell transplant
and conditions) (e.g., anti-tumor (e.g., mycophenolate)

AIDS Hematological

necrosis factor) malignancy

Sociodemographic factors and non-pharmaceutical interventions affect exposure risk

COVID-19 % e

Brought to you by CDC and ¥4 | I SA

Original illustration by Dr. William Werbel. Adapted for the




Paxlovid causes rebound: Anecdotal

Viral and Symptom Rebound in Untreated COVID-19 Infection

Rinki Deo, Manish C. Choudhary, Carlee Moser, Justin Ritz, Eric S. Daar, David A.Wohl, Alexander L. Greninger,
Joseph |. Eron, Judith S. Currier, Michael D. Hughes, Davey M. Smith, Kara W. Chew, Jonathan Z. L,
the ACTIV-2/A5401 Study Team

doi: https://doi.org/10.1101/2022.08.01.22278278

* Viral rebound 12%
e Symptom rebound 24%



(b)

Paxlovid causes rebound: Anecdotal

30-day risk for COVID-19 rebounds in patients who take Paxlovid vs Molnupiravir

Rebound
outcome

Before matching
COVID infections
COVID symptoms.
Hospitalizations

After matching
COVID infections
COVID symptoms
Hospitalizations

(before and after propensity-score matching)

Paxlovid

5.40%(609/11270)
5.87%(662/11270)
0.779%(87/11270)

7.149%(159/2226)
7.55%(168/2226)
1.219%(27/2226)

Molnupiravir

8.59%(204/2374)
8.219(195/2374)
1.39%(33/2374)

8.49%(189/2226)
8.00%(178/2226)

1.399(31/2226)
f

et
——

e

1

T
15

2
<--lower rebound risk for Paxlovid Hazard Ratio higher rebound risk for Paxiovid——>

HR (95% ClI)

0.62 (0.52-0.72)
0.69 (0.59-0.81)
0.55 (0.37-0.82)

0.90 (0.73-1.11)
1.03 (0.83-1.27)
0.92 (0.55-1.55)

(b)

7-day risk for COVID-19 rebounds in patients who take Paxlovid vs Molnupirav g
(before and after propensity-score matching)

Rebound
outcome

Before matching
COVID infections
COVID symptoms
Hospitalizations

After matching
COVID infections
COVID symptoms
Hospitalizations

- Molnup
3.53%(398/11270)  5.86%(139/2374)
231%(260/11270)  3.75%(89/2374)
0.44%(50/11270) 0.84%(20/2374)
4.54%(101/2226)  5.95%(132/2226)
2.61%(58/2226) 3.77%(84/2226)
0.67%(15/2226) 0.90%(20/2226)

<-—lower rebound risk for Paxlovid Hazard Ratio

i

[
i
|
i
e

HR (95% CI)

0.60 (0.50-0.73)
0.62 (0.49-0.79)
0.53 (0.32-0.89)

0.81 (0.63-1.05)
0.74 (0.53-1.03)

! 0.78 (0.40-1.51)

1

T 1
15 2
higher rebound risk for Paxiovid—>




ICYMI: HAN Dec 14

 When an influenza outbreak is not occurring, prioritize oseltamivir for early
treatment of influenza in residents of congregate settings such as long-term
care facilities (LTCFs), who test positive for influenza.

* In the setting of laboratory confirmed influenza outbreaks in LTCFs:

* Early empiric antiviral treatment of suspected influenza in residents is recommended[4].
Once an influenza diagnosis is confirmed through testing, post-exposure antiviral
chemoprophylaxis of exposed residents is recommended [4].

* Because institutional outbreaks can be prolonged, consider using a limited duration
treatment dosage (twice daily for 5 days) for post-exposure oseltamivir instead of extended
use of oseltamivir chemoprophylaxis (once daily), with ongoing active daily monitoring and
influenza testing for all residents with new illness signs and symptoms.

* If oseltamivir is not available, baloxavir, zanamivir, or peramivir may be used for treatment of
influenza.

e Although baloxavir may be used for treatment, there are no available data on using baloxavir
in LTCFs for treatment or post-exposure chemoprophylaxis.

https://emergency.cdc.gov/han/2022/pdf/CDC_HAN_482.pdf?ACSTracking|D=USCDC_511-DM95716&ACSTrackingLabel=HAN%20482-%20COCA%20Subscribers&deliveryName=USCDC_511-DM95716


https://t.emailupdates.cdc.gov/r/?id=h734de42e,17fcb4b5,17fd3802&e=QUNTVHJhY2tpbmdJRD1VU0NEQ181MTEtRE05NTcxNiZBQ1NUcmFja2luZ0xhYmVsPUhBTiUyMDQ4Mi0lMjBDT0NBJTIwU3Vic2NyaWJlcnM&s=8hYYWLQ7RMJ11EnYOpL9GvzJFM4DG0pglpmT6nDbKD0
https://t.emailupdates.cdc.gov/r/?id=h734de42e,17fcb4b5,17fd3803&e=QUNTVHJhY2tpbmdJRD1VU0NEQ181MTEtRE05NTcxNiZBQ1NUcmFja2luZ0xhYmVsPUhBTiUyMDQ4Mi0lMjBDT0NBJTIwU3Vic2NyaWJlcnM&s=HTj6kWPS6SUiGSFsFP55vdHXMe3N08lLOehU3aFvfEk
https://t.emailupdates.cdc.gov/r/?id=h734de42e,17fcb4b5,17fd3804&e=QUNTVHJhY2tpbmdJRD1VU0NEQ181MTEtRE05NTcxNiZBQ1NUcmFja2luZ0xhYmVsPUhBTiUyMDQ4Mi0lMjBDT0NBJTIwU3Vic2NyaWJlcnM&s=ya8o_jxqlAanQWItWTNqHKMTpZxBMMyi7pSeocsLU48

Updated CDC Guidance Resis on Up-to-date Vaccine
Status for Staff and Residents

C> Up-to-date vax

C PPE and Infection Control

C> Testing and Pax



Eve on the ball: Vax and Pax Blitz

% of All Deaths Due to PIC

40

Pneumonia, Influenza, and COVID-19 Mortality from
the National Center for Health Statistics Mortality Surveillance System

Data as of December 8, 2022
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Bivalent 15X lower
Paxlovid 89% lower
Flu vaccine 50%lower

Tamiflu 71% lower
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400 Executive Center Drive, Suite 208
West Palm Beach, FL 33401

www.fmda.org; www.bestcarepractices.org
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This m been recorded and will be available at www.fmda.org/journalclub.php



http://www.fmda.org/
http://www.bestcarepractices.org/
http://www.fmda.org/journalclub.php
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