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COVID 19 — what are the trends

Daily Update for the United States

Cases
New Cases (Daily Avg)

95,209

Case Trends

Jul 2022 Aug 2022

Total Cases

92,725,512

Deaths

New Deaths (Daily Avg)

411

Death Trends

Jul 2022 Aug 2022

Total Deaths

1,032,215

Hospitalizations
New Admissions (Daily Avg)

5,377

Admission Trends

Jul 2022 Aug 2022

Current Hospitalizations

15,347

Vaccinations

% First Booster Dose

34.5%

People Age 5+

Total First Booster Dose

107,872,738

CDC | Data as of: August 15, 2022 1:11 PM ET. Posted: August 15, 2022 2:18 PM ET

https://covid.cdc.gov/covid-data-tracker/#datatracker-home @ﬂ



COVID 19 - Circulating variants

United States: 5/8/2022 — 8/13/2022 United States: 8/7/2022 — 8/13/2022 NOWCAST
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Currently available treatments
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1 Therapeutic Management of Nonhospitalized Adults With COVID-19
2 Therapeutic Management of Hospitalized Adults With COVID-19

U.S. Department of Health and Human Services. 2022.



Activity against variants

Bebtelovimab

Table 3: Authentic® SARS-Cov-2 Neutralization Data for Bebtelovimab
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New change:
Bebtelovimab going commercial

August 15 August 22 August 29

 Last government e Government * Ordering will close
distribution at full distribution begins temporarily for one
threshold atlower threshold week

* Available for e Will allow final
commercial accounting of
purchase through government
Amerisource Begen inventory
ONLY at cost of
$2100 per dose

* Medicare product reimbursement = $2,394
* Does not qualify for 340B pricing




Paxlovid — Info on rebound

* Viral and symptom rebounds can occur in both treated
and untreated

e Viral load tends to be higher in paxlovid rebound
patients

e Per CDC, isolation should be restarted after the onset of
rebound symptoms or a positive test result

* No evidence that additional treatmentis needed

https://www.nature.com/articles/d41586-022-02121-z
https://emergency.cdc.gov/han/2022/pdf/CDC_HAN_467.pdf
CDC Isolation and Precautions for people with COVID-19




Paxlovid rebound+:

Stay tuned for more information

August 5, 2022: FDA creates post-authorization for
Pfizer to conduct clinical trials in patients with
COVID-19 rebound, evaluating:

Different treatment
durations in
immunocompromised
patients

A subsequent
5-day course in

patients with rebound




Action item: Re-dose Evusheld

e Evusheld can be given at the same dose (300 mg
of tixageviman and 300 mg of cilavimab) every
6 months

* Repeat dosing should be timed from the date
of the most recent* Evusheld dose

*2/24/22 - the FDA revised Evusheld emergency use authorization (EUA) to
change the initial dose for pre-exposure prophylaxis: increased the initial
authorized dose from 150mg/150mg to 300 mg/300mg of tixagevimab and
cilagavimab. FDA authorizes revisions to Evusheld dosing | FDA

B

https://www.fda.gov/media/154701/download



Monkeypox




Epidemiology

"Data as of 15 Aug 2022 2:00 PM EDT"

Print

11,890 Total confirmed monkeypox/orthopoxvirus cases

*One Florida case is listed here but included in the United Kingdom case counts because the individual was tested while in the UK

Case Range

oo 11010
11 to 50 @ 51 to 100
@ 101 to 500 @ =500

Territories PR

B

2022 U.S. Map & Case Count | Monkeypox | Poxvirus | CDC




Vaccine Update

8/9/22: FDA Approved Intradermal Route via EUA

Table 2. Vaccination Schedule and Dosing Regimens for JYNNEOS Vaccine

JYNNEQOS vaccine regimen Route of
administration

Alternative regimen
People age =18 years ID
Standard regimen

eople age <18 years Subcut

People of any age who havea  Subcut
history of developing keloid
scars

Injection
volume

0.1 mL

0.5mL

0.5mL

JYNNEOS Vaccine | Monkeypox | Poxvirus | CDC

Recommended
number of doses

Recommended interval
between 1st and 2nd dose

28 days

28 days

28 days




JYNNEOS SC and ID immunogenicity

was evaluated using 4 different assays.

. . FOUA
Immunogenicity .
0.005 0.43,0.44

SLU PRNT
5.63 5.90 -0.27 -0.77,0.23
9.66 9.52 0.14 -0.21, 0.49
W 9.59 9.57 0.02 -0.31,0.35

www.fda.gov

Plague reduction neutralizingtiters (PRNT); St Louis University (SLU); Bavarian Nordic
(BN) plaque reduction titers; Enzyme linked immunosorbent assay (ELISA)
B

11

https://emergency.cdc.gov/coca/calls/index.asp




Reactogenicity
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https://emergency.cdc.gov/coca/ppt/2022/081122 slides.pdf




Intradermal Information

Video on Administering JYNNEOS Intradermally

VIDEO

How to administer a JYNNEOS vaccine intradermally

How to administer
a JYNNT ;~ vaccine Video Length: 00:00:55

intradermally.

| goe Watch Video

Vaccine Prep info graphic
Patient Fact Sheet

JYNNEOS Vaccine | Monkeypox | Poxvirus | CDC




Vaccine FAQs

Q: My patient received the smallpox vaccine as a child. Should I still give JYNNEOS?

* A lfthe smallpoxvaccinationwas given more than 3 years prior, patients should receive JYNNEOS if
they meet the eligibility criteria.

Q My patient developed monkeypox infection either before they could get vaccinated or in the middle
of their two-dose series. Should I give them any additional JYNNEOS doses?

* A Thecurrent recommendationis NO unlessthe patientisimmunosuppressed.

Q My patient received their first dose of JYNNEOS vaccine subcutaneously. Can they get their second
dose intradermally?

* A Yes.Administration routes are considered interchangeable.

Q My patient received their first dose of JYNNEOS vaccine more than 28 days ago. Do | need to restart
their vaccine series or give extra doses?

* A No.The second dose should be administered as soon as possible (beyondthe minimum interval of
24 days) butthereis no need to restart the series or add doses of the second vaccine is given late.

Q Can pregnant or breastfeeding people receive the JYNNEOS vaccine?

* A Whilethereare nodatain people who are pregnant or breastfeeding, animal datado not show
evidence of reproductive harm; pregnancy and breastfeedinﬁ are not contraindications to receiving
JYNNEOS. Given concern for adverse events in pregnancy with monkeypox and risk of severe infection
in neonates and infants, pregnantand breastfeeding persons who have monkeypox or have had a high -
risk exposure should consider receiving JYNNEOS vaccination

B



