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Monkeypox Update:

New Randomized Clinical Trial C
Tecovirimat for Monkeypox

Timothy Wilkin, MD



A5418

A Randomized, Placebo-Controlled, Double-Blinded Trial of
the Safety and Efficacy of Tecovirimat for the Treatment of
Persons with Human Monkeypox Virus Disease

Study of Tecovirimat for Human Monkeypox Virus (STOMP)
SPONSOR: NIH/AIDS CLINICAL TRIALS GROUP




Background

We are experiencinqiulticountry outbreak of human monkeypox virus (HMPXV)

Disease is often spread sexually with rectal, genital and oral ulcers occurring
commonly

Pain due to proctitis is a new feature and particularly common

Tecovirimat is a promising treatment for HMPXV disease
Indicated for the treatment of humaemallpoxdisease

Works byinhibiting viral (87 protein (highly conserved orthopoxvirugs) and blocks its
interaction with cellular Rab9 GTPase and TIP47, preventing the formation of-egress
competent enveloped virions

Safety and efficacy data are lacking for HMPXV
Tecovirimat is being used through CDGAR and community demand for LQV‘/;?O 0
| N

treatment is high \HJK@Y
0 F




Other tecovirimat studies for HMPXV

PALMOO7: randomized, doubiblind, controlled trial of tecovirimat for HMPXV to be conducted
in the Democratic Republic of Congo (n=450)
Patients hospitalized for duration of treatment; different clade than current epidemic

PLATINUM: a randomized, doulblend controlled trial of tecovirimat for HMPXV to be
conducted in the UK (n=500)

Conducted remotely
Canadian trial (details unknown)
WHO/ANRS trial: ¢rsand old; platform trial; time to complete resolution

All trials are evaluating same dose of tecovirimat, sampling of various compartments for HMPXV

Unique features of A5418 rectal sampling, crosser to tecovirimat for progression or severe pain, 2:1
allocation ratio, enrollment of presumptive HMPXYV, earlier in course of disease, structure pain

assessment



Study Summary

Design and Sampl 2:1 Randomized, Blinded, Placetantrolled (n=530)

sjze Intensively sampled subset (n=100)
Open label for children, persons with pregnancy or severe disease, severe
Immune suppression or severe skin disease2%0)

Study Population | Symptomatic HMPXV infection (greater than 3 kg)

Design Superiority

19 Outcome Time to clinical resolution
Duration 57 days

Enrollment period 8 weeks

Agent Weight based oral Tecovirimat



Hypothesis

19 Objective

and endpoint

Tecovirimat will lead to faster clinical resolution of
HMPXV disease compared to placebo.

To compare time to clinical resolution
between people with HMPXV randomized to
tecovirimat or placebo.

Clinical resolution is when all skin lesions are
scabbed over, desquamated, or healed and all
visible mucosal lesions healed

Step 1: daily self skin checks and photographs
Step 2: participant reports clinical resolution
Step 3: video visit to confirm clinical resolution
Step 4: confirmation at in person visit



Outpatients (> 3 kywith:

A54 18 AConfirmed or presumptivalisease (oral, rectal, or skin

lesion)

PO p u Iatl O n APresumptive diagnosis with compatible skin or mucosal
Eligibility

lesions or proctitis in cisgender men or transgender
women with sexual contact with 1 or more cismen or
transwomen in 14 days prior to symptom onset or people
with exposure to another person with known HMPXV.

AhyasSi 2F adevywLizvya 2F | at- -+ AY
randomization,

AAt least one active, (not yet scabbed) skin lesion, mouth
lesion or proctitis with or without visible ulcers

Randomization restricted to those 18 years or older without one of the
following conditions

Those with severe disease (ocular involvement, hospitalization, deep
lesions requiring surgical intervention, potentially disfiguring lesions|on
the face), pregnant and breastfeeding people, and those with severg

immunodeficiency, severe inflammatory skin conditions, children ar¢ in
openlabel cohort.




Key 2
Objectives

To compargoain scoredbetween randomized arms.

To compare rates girogression to severe HMPX disedsetween
randomized arms.

To compareclearance of HMPXYWetween randomized arms in various
compartments including blood, skin lesions, oropharynx, rectum, and
genital secretions.

To compare time t@omplete lesion healindgpetween randomized arms.

To compargarticipant-reported outcomesincluding adherence and EQ
5D-5L between randomized arms.

To evaluate thesafetyof tecovirimat as compared to placebo.

To describe time to lesion resolution, pain, clearance of HMPXYV, time to
complete lesion healing, participantported outcomes, and safety of
tecovirimat in participants who receiv@pen-label tecovirimat

To determine thesteady-state tecovirimat AUG,,and G, in children
less than 18 years of age.

To evaluate thesafety profile of 14 days of tecovirimat in childreless
than 18 years of age.



Schedule of Evaluations

Arms A+B Tecovirimat orPlacebo

Arm C Tecovirimat
|
& & o o @ @
Sﬁaorg, Swabs, Qj’%‘ [ejﬂ‘ [ej%‘ Qj@(%‘ [ej@ﬂi‘ Qj”{z
STI AK

Modified schedule for those
<18 years of age

Randomized arm can move to
open label tecovirimat for

Daily reminder for diaries disease progression or severe
—> pain (day 5 or later)

- Study Diary every day thru Day 29 o
Kél Lesion selassessment, Pain Scale;®eH5L \'2
g —




Timeline

15t protocol team meeting: 21JUL2022

Rough draft to FDA: 25JUL2022

Near final draft for FDA preview: 02AUG2022
DAIDS CSRC review: 04AUG2022
Submission to FDA/IRB: 11AUG2022

15t person/2t visit: 19SEP2022




COVIDBP19 Situation Update
Jay Butler, MD




IDSA Clinician Call
Jay Butler, MD, FIDSA

August 6, 2022 cdc.gov/coronavirus




COVIDB19 Situation Update




COVIDP19 Update

Daily Update for the United States

Cases Deaths Hospitalizations Vaccinations
New Cases (Daily Avg) New Deaths (Daily Avg) New Admissions (Daily Avg) % First Booster Dose
117,350 377 6,113 34.4%

Case Trends Death Trends Admission Trends

People Age 5+

|ul 2022 Aug 2022 Jul 2022 Aug 2022 Jul 2022 Aug 2022
Total Cases Total Deaths Current Hospitalizations Total First Booster Dose
91,676,264 1,027,370 37,113 107,490,375

CDC | Data as of: August 4, 2022 4:21 PM ET. Posted: August 4, 2022 5:32 PM ET

Time period: 7 day moving average (July @8ugust 4)
Source.CDC COVID Data Tracker: Home



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

Daily Trends in Number of COMI® Cases in the US Reported to CDC
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I Daily Trends in Number of COMI® Deaths in The US Reported to CDC
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United States | All Ages

New Admissions of Patients with Confirmed COVID-19, United
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avg. of Jan 09, 2022 - Jan 15, 2022 Age Group 0-17 Years --=+-- 18 - 29 Years = = = 30 - 39 Years —— 40 - 49 Years 50- 59 Years = = = 60 - 69 Years —— 70+ Years = = = All Ages

Based on reporting from all hospitals (N=5,300). Due to potential reporting delays, data reported in the most recent 7 days (as represented by the shaded bar) should be interpreted with caution.

Small shifts in historic data may occur due to changes in the CMS Provider of Services file, which is used to idenfify the cohort of included hospitals. Data since December 1, 2020 have had error correction methodology applied. Data prior to this date may have anomalies that are still being
resolved, Note that the above graphs are often shown on different scales, Data prior to August 1, 2020 are unavailable.
Last Updated: Aug 04, 2022 Unified Hospital Dataset, White House COVID-19 Team, Data Strategy and Execution Workgroup




New Admissions of Patients with Confirmed COMBD, United
States, Aug 1, 202(Aug 2, 2022

Age Group 0-17 Years -==--- 18 - 29 Years — = - 30- 39 Years

40 - 49 Years 50 - 59 Years — - — 60 - 69 Years 70+ Years - — - All Ages

20

New Admissions per 100,000 Population

Jan 2021 Jul 2021 Jan 2022 Jul 2022

https://covid.cdc.gov/coviedatatracker/#newhospitatadmissions
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https://covid.cdc.gov/covid-data-tracker/#new-hospital-admissions

National Forecast New Hospitalization Admissions
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National Forecast Deaths
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I Role of Clinicians to Prevent the Spread of COYD

A Vaccination

A Stay aware of COVAI® community
levels

A Continue to educate patients
A Stay upto-date on guidance
A Protect yourselves




COVIP19 Vaccines




Primary Series Completion, Booster Dose Eligibility, and Booster Dose Receipt by Age, United States

Fully Vaccinated 30.1% (8.66M)

5-11 Years

US Pop:
28,744,900

12-17 Years

US Pop:
25,304,508

18-49 Years

US Pop:
139,763,772

50-64 Years

US Pop:
63,659,835

65+ Years

US Pop:
54,792,026

1st Booster
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https://covid.cdc.gov/covid-data-tracker/#vaccinations_vacc-people-additional-dose-totalpop

Bivalent Booster Vaccines with Omicron BA.4/5 Component

7Y U.S. FOOD & DRUG United States: 4/24/2022 — 7/30/2022

ADMINISTRATION

Update: COVID-19 Vaccine Booster Composition

_ - 8 7.7%
f Share | W in Linkedin Email & Print - Gy
S RE
80% = %

June 30, 2022 3

<<
FDA'’s Vaccines and Related Biological Products Advisory Committee (VRBPAC) held a 2 0% ;_ =
virtual meeting on June 28, 2022, to publicly discuss whether a change to the current % 2
vaccine strain composition of COVID-19 vaccine booster doses is necessary for the 2022 E 6o -
fall and winter seasons. g
A majority of the committee voted in favor of including a SARS-CoV-2 Omicron E 50% &
component in COVID-19 vaccines that would be used for booster doses in the U.S. § - 2
beginning in fall 2022, In consideration of the committee’s vote and the discussion that 5 40% 5\'- (= 85 . 5
took place about the specific SARS-CoV-2 variant to include, and considering the totality g & % %
of the available evidence, FDA has advised vaccine manufacturers seeking to update their ® = o
COVID-19 vaccines that they should develop modified vaccines that add an Omicron 30% = E &
BA.4/5 component to their current vaceine compositions to create two component E S
(bivalent) booster vaccines. 20% g
‘We expect this coming year, when these modified booster vaccines will be introduced, to
be a transitional period. Therefore, we have not advised manufacturers to change the 10%
vaccine for primary vaceination, since a primary series with this vaccine provides a base of
protection against serious outcomes of COVID-19 caused by circulating strains of SARS- 0%

CoV-2.

4/30/22
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6/25/22

712422

7/9/22
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7123122
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Additional Information

>

. . . . Collection date, k end
¢ Memorandum Re: Fall 2022 COVID-19 Vaccine Strain Composition Selection clieclion cale, week ending

Recommendation

https://covid.cdc.gov/coviedata-tracker/#variantproportions



https://covid.cdc.gov/covid-data-tracker/#variant-proportions

20222023 Influenza Season Out
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Seasonal influenza activity for the past two seas
was low

LGQa y20 LlaairoftsS 02 |
going to be predominant or the timing or intensit
of a season

Many countries are seeing differences in the tim
of flu epidemics, and high levels of-cwculation

with COVIEL9 are again a possibility

Influenza Positive Tests Reported to CDC by U.S. Clinical Laboratories,
National Summary, October 3, 2021 — July 23, 2022

2000 -

&

Monitoring for cacirculation of both influenza and SAR8V2 is essential
CDC is monitoring current global influenza activity and continues to enhance our
infrastructure domestically to prepare for whatever situation might arise




For more information, contact CDC
1-800-CDGNFO (2324636)
TTY: 8882326348 www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the
official position of the Centers for Disease Control and Prevention.
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Current Landscape: COVID-19 Preventative Agents & Treatments

Exposed -
No lliness ber CDC Close Contact Mllcé)t/?nl\élt%criﬁsrate Hospital Admission ICU Admission
Criteria

Hospitalized,

Hosp. no act. Hospitalized high flow Aol
Baseline health status, no Not hospitalized, no Not hospitalized, with médical ' e ' Hospitalized, oxvaen/ non- mechanical
infection limitations limitations® bl on oxygen ygen! EEUN
problems oxygen |nv§15|\(e ECMO
_ ventilation
(remdgsifjitiré}lead) I Please see NIH Current Inpatient Therapies
: (https://www.covid19treatmentguidelines.nih.gov/therapies/)
Oral Antivirals
@OVID-19 \ / \ /APaxlovid (nirmatrelvir
VACCINES + ritonavir, Pfizer) 1
Preferred
Monoclonal None C-urrently A Lagevrio (molnupiravir
Antibodies for aUth-Orlzed for Merck) T Alternative '
PrEp usein any US
AEvusheld slialle @ e ey Monoclonal Antibodies
(tixagevimab * for Treatment
cilgavimab, AZ) —_—

- AN J

1 Therapeutic Management of Nonhospitalized Adults With COVID-19
2Therapeutic Management of Hospitalized Adults With COVID-19

ASPR

\ABebtelovimab (Lilly) ¥

Alternative

J
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https://www.covid19treatmentguidelines.nih.gov/management/clinical-management/nonhospitalized-adults--therapeutic-management/
https://www.covid19treatmentguidelines.nih.gov/management/clinical-management/hospitalized-adults--therapeutic-management/

Utilization
Summary of
Products

Distributed
by USG

o To T I»

T

December 17, 20211 July 31, 2022
Based on 93% of sites reporting as of July 31, 2022
Product specific national administration data for the above timeframe

State and territorial specific data now publicly available and updated
weekly

https://aspr.hhs.gov/COVID-19/Therapeutics/orders/Pages/default.aspx
Total for all open distribution channels
Therapeutic Courses Courses
(currently in use) Ordered Administered
Paxlovid 6,238,02 3,361,54
Lagevrio 2,284,40 512,68
Bebtelovimab 627,53 383,511
Evusheld300mg doses) 808,004 415,05

1Paxlovid + renal Paxlovid

33


https://aspr.hhs.gov/COVID-19/Therapeutics/orders/Pages/default.aspx

Updates: Evusheld

ASPR 34




Evusheld Access Update

A New call line for Evusheld product and ordering information: 1-833-EVUSHLD (833-388-7453)

A Additional pathway established for small volume ordering:
A For individual providers seeking small quantities of product (1-3 patient courses)
A OrderEvusheld.com

A Evusheld is available at some Federal Pharmacy Partner locations:
A Albertsons, including Albertsons, Acme, Jewel-Osco, Pavilions, Randalls, Safeway, Star Market,
and Vons
A CPESN
A Hy-Vee, including Amber Specialty Pharmacy
A Managed Healthcare Associates (MHA), including Thrifty White

A Locator tool updates: Central Partners are encouraged to update information for Evusheld
providers so that accurate information is reflected in the COVID-19 Therapeutics Locator tool.

ASPR 35



https://app.smartsheet.com/b/form/21e4312a2985457f982bb2738cf82744

Evusheld Fact Sheet Update on Repeat Dosing

A The repeat dosage of EVUSHELD in adults and pediatric individuals (12 years of age and older weighing at least 40 kg) is
300 mg of tixagevimab and 300 mg of cilgavimab administered every 6 months, refer to Table 1 below. Repeat dosing

should be timed from the date of the most recent EVUSHELD dose.

ASPR

Table 1 Dosage of 300 mg of Tixagevimab and 300 mg of Cilgavimab

n Volume to
. Number of vials :
EVUSHELD' Antibody dose needed mth‘c:iraal\;; lfrom
(tixagevimab co-packaged tixagevimab
with cilgavimab) 300 mg 2 vials 3 mL
cilgavimab )
300 mg 2 vials 3mL

* 300 mg of tixagevimab and 300 mg of cilgavimab are to be administered as separate, consecutive intramuscular

injections

Table 2 Dosage of 150 mg of Tixagevimab and 150 mg of Cilgavimab

. Number of vials Volume to
EVUSHELD" Antibody dose needed withdraw from vial
(tixagevimab co-packaged tixagevimab .
with cilgavimab) 150 mg 1 vial 1.5mL
cilgavimab -
150 mg 1 vial 1.5mL

* 150 mg of tixagevimab and 150 mg of cilgavimab are to be administered as separate, consecutive intramuscular

injections

36




Updates: Paxlovid

ASPR 37




CDC Interim Clinical Considerations for
COVID-19 Treatment in Outpatients

What You Need to Know:

A There is strong scientific evidence that antiviral treatment of outpatients at risk for severe COVID-19
reduces their risk of hospitalization and death.

A The antiviral drugs Paxlovid (ritonavir-boosted nirmatrelvir) and Veklury (remdesivit) are the
preferred treatments for eligible adult and pediatric patients with positive results of direct SARS-CoV-
2 viral testing and who are at high risk for progression to severe COVID-19.

A Clinicians should consider COVID-19 treatment in non-hospitalized patients who meet all of the
following:

0 Test positive for SARS-CoV-2 (with PCR or antigen test, including at-home tests)

o Have symptoms consistent with mild-to-moderate COVID-19. People with mild COVID-19
experience symptoms such as fever, sore throat, cough, or headache that do not affect the lungs
and breathing. People with moderate illness have symptoms that affect the lungs like shortness
of breath or difficulty breathing.

o Are within 5 days of symptom onset for Paxlovid or 7 days of symptom onset for Veklury

0 Have one or more risk factors for severe COVID-19

See: Interim Clinical Considerations for Covid-19 Treatment in Outpatients

ASPR 38



https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/outpatient-treatment-overview.html
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/
https://www.covid19treatmentguidelines.nih.gov/overview/clinical-spectrum/
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html

CDC Underlying Medical Conditions Associated with
Higher Risk for Severe COVID-19

A Risk factors for severe COVID-19 include:
o Age over 50 years, with risk increasing substanti a
o0 Being unvaccinated or not being up to date on COVID-19 vaccinations
o Specific medical conditions and behaviors
A Some people from racial and ethnic minority groups are at risk of being disproportionately
affected by COVID-19 due to many factors, including limited access to vaccines and

healthcare. Healthcare providers can consider these factors when evaluating the risk for
severe COVID-19 and use of outpatient therapeutics.

See: Underlying Medical Conditions Associated with Higher Risk for Severe COVID -19: Information for Healthcare Professionals

ASPR 39



https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html

CDC MMWR: Kaiser Permanente Southern California
Paxlovid and Hospitalizations

June 24, 20221 CDC Morbidity and Mortality Weekly Report (MMWR) COVID-19-related hospital admissions
and emergency department (ED) encounters after Paxlovid treatment. Kaiser Permanente Southern California,
December 23, 2021 - May 21, 2022

Demographics:

A 5,287 patients O-dayPaxipwddreasnent.ecei ved 5

A Median age was 61.

A 92% had received at least one COVID-19 vaccine dose; 72.5% received at least 3 doses, 8%
unvaccinated.

Key Findings:

A 6 hospitalizations and 39 ED encounters related to SARS-CoV-2 infection.

A Hospitalizations and ED encounters for COVID-19 related illness 5-15 days after Paxlovid dispensation
occurred <1% of all patients.

A When administered as an early-stage treatment, Paxlovid might prevent COVID-19i related hospitalization
among persons with mild to moderate COVID-19 cases who are at risk for progression to severe disease.

For more information see, Hospitalization and Emergency Department Encounters for COVID-19 After Paxlovid Treatment 8 California,
December 20211 May 2022

ASPR 40



https://www.cdc.gov/mmwr/volumes/71/wr/mm7125e2.htm?s_cid=mm7125e2_w
https://www.cdc.gov/mmwr/volumes/71/wr/pdfs/mm7125e2-H.pdf

Paxlovid: Clinical Trial and Observational Data

1 The benefit of a 5-day treatment course of Paxlovid was demonstrated in the clinical trial that
supported the EUA. This study showed that among non-hospitalized, unvaccinated patients
at high risk of progression to severe disease, treatment with Paxlovid reduced the risk of
hospitalization or death by 88%.

T Observational data, including vaccinated patients, from Israel', United States® and Hong
Kong3 Is consistent with benefit in high-risk patients:
67% reduction in hospitalizations and 81% reduction in deaths compared to the untreated for
patients over 651
0 45% reduction in hospitalization and greater reductions for obese or unvaccinated patients
among adult patients?
0 75% reduction in death compared to non-userss.

References:

A Ronza Najjar-Debbiny et al. Clinical Infectious Diseases2022;, ciac443, https://doi.org/10.1093/cid/ciac443

A 2Scott Dryden -Peterson et al. medRxiv 2022.06.14.22276393; doi: https://doi.org/10.1101/2022.06.14.22276393
A 3Carlos K.H. et al. medRxiv 2022.05.19.22275291; doi: https://doi.org/10.1101/2022.05.19.22275291

ASPR a1



https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=&cad=rja&uact=8&ved=2ahUKEwiYiuryian5AhXNM1kFHR8tBNgQFnoECAQQAQ&url=https%3A%2F%2Fwww.fda.gov%2Fmedia%2F155050%2Fdownload&usg=AOvVaw0YT1Xt-pO03Cft8l81eGMr
https://doi.org/10.1093/cid/ciac443
https://www.medrxiv.org/content/10.1101/2022.06.14.22276393v2
https://www.medrxiv.org/content/10.1101/2022.05.19.22275291v1
https://doi.org/10.1093/cid/ciac443
https://doi.org/10.1101/2022.06.14.22276393
https://doi.org/10.1101/2022.05.19.22275291

Paxlovid Access Update

A In our continued efforts to increase oral antiviral dispensing in vulnerable areas, a new
initiative was launched to pre-position Paxlovid in areas of high social vulnerability

o Goal is to pre-position Paxlovid at provider sites (EDs, physician offices, clinics/urgent cares) in
areas of the country that are most vulnerable to COVID-19

0 Beginning August 1 2022, emails were sent to nearly 9000 providers to invite a one-time
distribution request of 20 courses of Paxlovid

A Targeted outreach to sites in counties/parishes with high SVI and low dispensing rates of
oral antivirals

A Effortintended to make product more readily available to quickly treat patients in
vulnerable communities where they are engaging providers

ASPR 42




CDC Health Advisory
COVID-19 Rebound After Paxlovid Treatment

A The Centers for Disease Control and Prevention (CDC) is issuing this Health Alert Network (HAN) Health
Advisory to update healthcare providers, public health departments, and the public on the potential for
recurrence of COVID-1 9 or HO®OMUIelbound. 0

A Paxlovid continues to be recommended for early-stage treatment of mild to moderate COVID-19 among
persons at high risk for progression to severe disease.

A Paxlovid treatment helps prevent hospitalization and death due to COVID-19. COVID-19 rebound has been
reported to occur between 2 and 8 days after initial recovery and is characterized by a recurrence of COVID-19
symptoms or a new positive viral test after having tested negative.

A A brief return of symptoms may be part of the natural history of SARS-CoV-2 (the virus that causes COVID-
19) infection in some persons, independent of treatment with Paxlovid and regardless of vaccination
status.

A Limited information currently available from case reports suggests that persons treated with Paxlovid who

experience COVID-19 rebound have had mild illness; there are no reports of severe disease.

COVID-19 Rebound After Paxlovid Treatment (cdc.gov)
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https://emergency.cdc.gov/han/2022/pdf/CDC_HAN_467.pdf

EUA Update
Pharmacists Authorized to Prescribe Paxlovid Under Certain Conditions

July 6, 2022 7 FDA authorized state-licensed pharmacists to prescribe Paxlovid, with certain
limitations.

A State-licensed pharmacist may prescribe PAXLOVID for individual patient when:

o Sufficient information is available to assess renal and hepatic function, such as through
access to health records < 12 months old or consultation with HCP in established provider-
patient relationship with the individual patient AND

o Sufficient information is available to obtain comprehensive list of medications that patient is
taking to assess potential drug interaction, such as through access to healthcare records,
patient reporting of medical history, or consultation with HCP in established provider-patient
relationship with the individual patient

A Pharmacists should refer an individual patient for clinical evaluation, if any of following:
Sufficient information is not available to assess renal and hepatic function.

Sufficient information is not available to assess for a potential drug interaction.

Modification of other medications is needed due to a potential drug interaction.

Paxlovid is not an appropriate therapeutic option based on the current Fact Sheet for Healthcare
Providers or due to potential drug interactions for which recommended monitoring would not be
feasible.

O O O o
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https://aspr.hhs.gov/COVID-19/Therapeutics/Products/Paxlovid/Pages/default.aspx
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fda.gov%2Fmedia%2F155050%2Fdownload&data=05%7C01%7CNyka.Aukstuolis%40hhs.gov%7Cf0ee66042e2b4690041608da600e2998%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C637927911348517843%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=csaz%2FnC2eW0vp9eBx3Fbyb2zlSc3fHLqszFxqwSvpXQ%3D&reserved=0

EUA Update (cont 6d)
Pharmacists Authorized to Prescribe Paxlovid Under Certain Conditions

A Patients should provide sufficient information to determine eligibility
o0 Health records less than 12 months old, including reports of most recent blood work to review for
kidney or liver problems
AAlternatively, the pharmacist may consult with
o Alist of medications they are taking, including over the counter medications, to screen for potential
harmful interactions

A Individual pharmacies will be reviewing the EUA update and deciding whether this
mechanism will be implemented for their pharmacists

A Implementation will take time, is not expected to be universal at all pharmacies, and is not
available for all patients

o Going to primary care physicians, T2T locations, and other centers of primary care are still the best
options for individuals to receive a prescription for COVID-19 therapeutics

Fact Sheet for Healthcare Providers for Paxlovid (nirmatrelvir and ritonavir)
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https://www.fda.gov/media/155050/download

Updates: Bebtelovimab
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Bebtelovimab Transition to Commercial Availability

June 29, 2022 - U.S. Department of Health and Human Services, in coordination with the U.S.
Department of Defense, purchased an additional 150,000 doses of bebtelovimab.

A The total U.S. government purchase of bebtelovimab is now 750,000 doses.

A Bebtelovimab is authorized for patients for whom alternative FDA approved or authorized COVID-19
treatment options are not accessible or clinically appropriate

A Distribution of USG supply is expected through the week of August 15 at full threshold and August
22 at lower threshold
0 Stock out projections are dependent on ordering activity in coming weeks
o Lilly/USG are working together to support the availability of bebtelovimab without disruption as

USG supply ends
A Bebtelovimab is on track to be commercially available for purchase starting the week of Aug 15t
A States/territories and providers will be eligible to purchase directly through Amerisource Bergen; Lilly is not

_ planning state-specific procurement contracts
A We will continue to update with additional details as they become available

A As commercial product becomes available, consider leveraging USG supply to fill in gaps for the
under and uninsured within your jurisdictions
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https://aspr.hhs.gov/newsroom/Pages/bebtelovimab-30June22.aspx

Updates: Lagevrio
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Lagevrio (molnupiravir) Authorization

A Lagevrio (molnupiravir) has been authorized by FDA under an EUA, for the treatment of
mild-to-moderate COVID-19 in adults with positive results of direct SARS-CoV-2 viral
testing who are at high-risk for progression to severe COVID-19, including hospitalization
or death, and for whom alternative COVID-19 outpatient treatment options approved or
authorized by FDA are not accessible or clinically appropriate.

A Not authorized for:
o Patients less than 18 years of age
o Initiation of treatment in patients requiring hospitalization due to COVID-19
0 Use longer than 5 consecutive days

A Lagevrio (molnupiravir) may only be prescribed for an individual patient by physicians,
advanced practice registered nurses, and physician assistants that are licensed or
authorized under state law to prescribe drugs in the therapeutic class to which
Lagevrio (molnupiravir) belongs (i.e., anti-infectives).

For moreinformation, FDA Lagevrio Fact Sheet for Providers
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https://www.fda.gov/media/155054/download

Equity and Access
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Equity Remains a Top Priority

A Established two additional pathways for product access in vulnerable communities.

1 USG focused on enhanced outreach and education efforts

Developing grassroots campaign

Targeted social media content

Updated digital content, including product videos

Digital Toolkit for providers and patients

Webinars with U.S. Surgeon General

Starting this week, targeted outreach and product placement to providers sites in high SVI
areas with low dispensing

©O OO0 O0O0O0o

A States/Territories encouraged to amplify where product is sent in their areas
o Utilize provider communication networks
0 Post receiving sites on state and local health department websites
o Partner with hospital associations for message amplification
o Enlist support of public information officers
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CDC MMWR:
Dispensing of OAVs for COVID-19 by Zip Code Vulnerability Index

A June 21, 2022: CDC Morbidity and Mortality Weekly Report (MMWR) released highlighting the
dispensing of oral antiviral drugs for the treatment of COVID-19 by Zip Code over December 23,
2021 - May 21, 2022

A MMWR Summary

o There was a substantial increase in the number of dispensing sites located throughout the
country, concurrent with new initiatives (eg, T2T, LTC, pharmacy programs)

o At end of study period, 47% of dispensing sites were located in high-vulnerability zip codes

o Despite the increase in the number of oral antivirals dispensed during the study period,
population-adjusted dispensing rates in high-vulnerability zip codes were substantially lower
than those in medium- and low-vulnerability zip codes (using equitable distribution index,
EDI)

o Timely administration of oral antivirals depends on multiple factors, including adequate drug
supply and distribution; acceptance of the therapy by health care providers and the public;
and patient access to testing, prescriptions, and drug dispensing sites

A USG remains actively focused on improving access and equity; your partnership is needed

A Jurisdictions now have access to EDI dashboard within Tiberius
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https://www.cdc.gov/mmwr/volumes/71/wr/mm7125e1.htm?s_cid=mm7125e1_e&ACSTrackingID=USCDC-921_DM84696&ACSTrackingLabel=This%20Week%20in%20MMWR%20-%20Vol.%2071%2C%20June%2024%2C%202022&deliveryName=USCDC-921_DM84696
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aspr.hhs.gov

Facebook:
facebook.com/ASPRgov
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twitter.com/ASPRgov
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twitter.com/HHS _ASPR

Instagram:
instagram.com/ASPRgov/

YouTube:
youtube.com/c/ASPRgov

Flickr:
flickr.com/ASPRgov

LinkedIn:
linkedin.com/showcase/hhs-aspr/
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Evusheld Remains Readily Available for Use!

A FDA authorized extension to the shelf-life from 18 Extended Expiry Dating for Evusheld (Tixagevimab
months to 24 month for Sgecrnc lots of the Co-Packaged with Cilgavimab) Authorized under EUA 104
refrigerated AstraZeneca monoclonal antibody Co-Pack Lot Labeled Co-Pack | Extended Co-Pack
therapy, Evusheld. Numbers Expiration Dates Expiration Dates

AZ210059 Jul 2022 Jan 31, 2023

A Evusheld is effective and can protect some of the AZ210062 Jul 2022 Jan 31, 2023

most vulnerable in our communities from COVID-19. AZ210065 Jun 2022 Dec 31, 2022
. : AZ22 Aug 2022 Feb 28, 202

A The USG continues targeted outreach and education 0033 ug 20 eb 28, 2023
efforts to help inform providers and empower AZ220036 Aug 2022 Feb 28, 2023
patients. AZ220061 Aug 2022 Feb 28, 2023

AZ220042 Jul 2022 Jan 31, 2023
A There is still ample su_pply of Evusheld; prpwders are A7220053 Jul 2022 Jan 31, 2023
encouraged to prescribe Evusheld for eligible
. AZ220059 Jul 2022 Jan 31, 2023
patients.
AZ220056 Jul 2022 Jan 31, 2023

A NOTE: Lot #AZ220049 expires on August 31, 2022 Disregard the Component Lot Numbers shared previously. The Co-Pack

and will not have an extended expiration date. We Lot Numbers (carton Lot Numbers) should be used to identify product

: , , ff h i ion.
ask that sites use this product in the next few weeks. affected by the expiry extension

ASPR 55



https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/expiration-dating-extension#COVIDtherapeutics
https://aspr.hhs.gov/COVID-19/Therapeutics/updates/Pages/important-update-28June2022.aspx

Paxlovid Shelf-Life Extension

A Upon EUA, Paxlovid was issued a 12-month

product shel-life _ Lot# Extended Expiry Date
A Four lots of Paxlovid manufactured prior to
the EUA issuance were labeled with a 9-

month expiry o FL4516 The initial 3 lots were extended from
A FDA authorized extended expiration dates for g 4517 7/31 to 10/31/22.
these lots to reflect the 12-month product FR7229

shelf-life (see Table), when stored according
to the storage conditions detailed in the
authorized Fact Sheet for Health Care FR9088 4th lot was extended from 8/31 to
Providers and the Letter of Authorization for 11/30/22
Emergency Use Authorization (EUA) 105 for
Paxlovid.
A This information is now posted onthe F D A6 s
website.

ASPR 56



https://www.fda.gov/media/155050/download
https://www.fda.gov/media/155049/download
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/expiration-dating-extension#COVIDtherapeutics

Did you know: ASPR has new name!

A July 20, 2022 i U.S. Department of Health and Human Services Secretary
Xavier Becerra announced the elevation of ASPR from a Staff Division to
an Operating Division within HHS.

A Change allows ASPR to mobilize a coordinated national response more quickly
and stably during future disasters and emergencies while equipping the
organization with greater hiring and contracting capabilities.

A Places ASPR on the same level within HHS as other Operating Divisions within
the department such as CDC, FDA and NIH.

New organization name:
Administration for Strategic Preparedness and Response (ASPR)




ClinicianFocused Strategies to
Increase Treatment & Vaccine
Uptake

Elisa Choi, MD, FACP, FIDSA
Valeria Cantos, MD



Movingpastd LI Y RBIYR XQ3 dzS €
Improvingoutpatient COVIB19 treatment
and vaccines/boostersitilization

ElisaChoi,MD, FACH-IDSAShe/Her)
Internal Medicine,InfectiousDiseases
Chair,Boardof Governors; AmericanCollegeof PhysiciangACP)

CDC/IDSEOVIBEL9 RealTimeLearningNetwork AdvisoryGroup

August6, 2022

QACP

C II g fPhy |||||||
ng Live



Disclosures

A Nofinancialor IPdisclosures

A Viewsandopinionsexpressedire my own anddo not necessarilyepresentthe
official positionor policyof organizationswith whichl am affiliated

@DrElisaChoi



U.S.COVIBL9 CommunityLevelsby County¢ August4, 2022
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DailyChangen the TotalNumberof AdministeredCOVIB19 VaccineDosesReportedto CDC
by the Date of CD(Report,United Statesc August3, 2022

Oct 10, 21
Date Administered
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Daily Trendsin Number of New COVIB19 Hospital Admissionsn the
United States¢ August2, 2022
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Trendsin COVIB19-AssociatedHospitalizationsamongAdults Agesk ¢ Yearsg July2022
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EDencountersof COVIBL9 patients amongvaccinationgroupsg
LancetVOLUMHE, 100065 DECEMBE®RL, 2021
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https://www.thelancet.com/journals/lanam/issue/vol4nonull/PIIS2667-193X(21)X0005-1

COVIB19 Outpatient TreatmentGuidelinesRoadmapg
CDC/IDSAOVIBPL9 RealTimeLearningNetwork

COVID-19 OUTPATIENT TREATMENT COVID-19%:5....
GUIDELINES ROADMAP S iR
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http://www.idsociety.org/covid-19-real-time-learning-network/therapeutics-and-interventions/covid-19-outpatient-treatment--guidelines-roadmap/
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PublicHealthresources

How to access therapeutic treatments

,;pJ Table of Contents

How to access therapeutic treatments

Call your doctor right away to learn about your treatment options if you are positive for
COVID-19, OR

e Telehealth is available for individuals 18 or older living in Massachusetts. Learn more at
mass.gov/CovidTelehealth. This is a quick and easy way to see if Paxlovid is right for
you. If it is, we'll arrange for you to pick it up at your local pharmacy or ship it with free
overnight delivery.

® Anti-SARS-CoV2 monoclonal antibodies and oral antivirals are available through state-
funded sites across the Commonwealth. Click here to find a location near you.

® You may qualify for our in-home treatment program. Visit
mass.gov/InHomeCovidTreatments to learn more about eligibility.

View a map of locations offering antiviral pills and monoclonal antibody treatment: MA

COVID-19 Therapeutic Locator ]
@
Q
°
[
L
Free telehealth In-home =
ree te -
MA COVID-19
for COVID-19 COVID-19 T
. Therapeutic
treatment with Treatment ———
< Locator (Map) »
Paxlovid » Program » —_—

?
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COVID-19 treatment with Evusheld - sighiiy [=]

Evusheld (tixagevimab/cilgavimab) is a preventative treatment given by 2
injections at the same visit that helps prevent COVID-19 in individuals
whose bodies have trouble making antibodies.

TABLE OF CONTENTS

ets COVID-19 and is for individuals ages 12 and older

In-home COVID-19 Treatment
Program

Therapeutic Locator

COVID-19 vaccine

Eligibility
How to access Evusheld

Updates

0
©
° Information for providers
°
©

Related

How to access Evusheld

First, talk to your doctor

ee if Evusheld is right for you because a prescription is needed

RELATED

Eligibility Treatments or COVID-19

Your doctor can hef ind a site administering Evusheld by using an in-network

erral to a parti ite - mor ails listed below. You may als:

eligible for the state’s in-home COVID-19 treatment program.
Evusheld is used before someone gets COVID-19 or individuals 12 and older - =
In-home COVID-19 Treatment If you received the initial lower dose of Evusheld that was recommended prior to the U.S.
Program Food and Drug Administration's Feb. 24 dosage update, talk to your health care provider

and schedule t

¢ weigh more than return for an additional 150 mg of tixagevimab and 150 mg of cilgavimab

-~

sible.

asso0n as p!

-~

* are notinfected with COVID-19 Therapeutic Locator
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Nirmatrelvir/Ritonavir (Paxlovidt) Point-of-CareReference

Nirmatrelvir/Ritonavir (Paxlovid
Point-of-Care Reference

.

Nirmatrelvir/ritonavir (brand
name Paxlovid™) has been FDA-
authorized for emergency use to
treat mild-to-moderate COVID-19
since December 2021.

CLINICAL INFORMATION
s adults and pediatric patients 12 years and older weighing

Eligibility: The nirmatrelvir/ritonavir EUA
atleast 40 kg (88 b) with positive SARS-CoV-2 test results who are at high risk for progression

COVID-19. Nirmatrelvir/ritonavir is not recommended for patients with severa renal Impairment

Dosing: Nirmatrelvir/ritonavir is dispensed in blister packs that contain two 150 mg tablets of nirmal
and one 100 mg tablet of ritonavir. Nirmatrelvir/ritonavir dosing varies by kidney function, as below, so
In some cases, only one of the nirmatrelvir tablets will be needed (a 100 mg rit
ays given. regardless of renal function)

avir tablet. however, is

EGFR (CKD-EPI formula) Dose of nirm
>80 mL/min 300 mg nirmatrelvir + 100 mg ritonavir. twice daily for § days
30260 mL/min 150 mg nirmatrelyir + 100 mg ritonavir. twice daily for 6 days
<30 mL/min Not recommended: Appropriate dosing has not been determined.

Clinical

y patients with mil ate COVID-19 at high risk for
progression to se guidelines suggest nirmatrelvir/ritonavir be Initiated within 5§ days of
symptom onset ( v certainty of evidence). NIH guidelines olso suggest
nirmatrelvir/ritonavir for nonhospitalized patients with mild-to-moderate COVID-19 wha are at high risk of
disease progression.

tpatient Treatmant Guidelines Readmap and HHS's COVID-19
nAid offer paths to evaluate current US. treatment options.

The Real-Time Learning Network's ¢

Therapeutics Clinical De:

https:// www.idsociety.org/covidl 9-reaktime-learningnetwork/therapeuticsand-interventions/nirmatrelvirritonavir-paxlovidpoint-of-care-reference/
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Hospitalizationand EmergencypepartmentEncounterdor COVIB19After Paxlovid
Treatmentt California,December2021cMay 2022

Morbidity and Mortality Weekly Report (MM

coc 0 o @ @

Hospitalization and Emergency Department Encounters for COVID-19 After
Paxlovid Treatment — California, December 2021—May 2022

Weekly / June 24, 2022 / 71(25);830-833

On June 21, 2022, this report was posted online as an MMWR Early Release.

Deborah E. Malden, DPhil"2; Vennis Hong, MS% Bruno J. Lewin, MD?3; Bradley K. Ackerson, MD?; Marc Lipsitch, DPhil*5; Joseph A. Lewnard, PhDE; Sara Y. Tartof, PhD23
(View author affiliations)

View suggested citation

Summary Article Metrics

What is already known about this topic?

Altmetric:
Recurrence of COVID-19 symptoms and positive SARS-CoV-2 test results have been reported after completion of Paxlovid W News (59)
oral antiviral treatment for COVID-19, but real-world evidence of severe illness following Paxlovid is lacking. 640 $\'l°mg‘ser(‘::)’09)
What is added by this report? B Facebook ()

W Mendeley (22)

COVID-19-related hospital admissions and emergency department (ED) encounters occurring 5-15 days after Paxlovid
treatment were described using data from a large integrated health care system. Reports of such hospitalizations or ED Citations: 0
encounters occurred infrequently, representing <1% of Paxlovid-treated patients over the study period.

Views: 23,170

What are the implications for public health practice? Views equals page views plus PDF
downloads

When administered as an early-stage treatment, Paxlovid might prevent COVID-19-related hospitalization among persons

with mild-to-moderate COVID-19 who are at risk for progression to severe disease.
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Dispensingf Oral Antiviral Drugsfor Treatmentof COVIBL9 by Zip Code;LevelSocial
Vulnerabilityt United States,December23,2021cMay 21,2022

Morbidity and Mortality Weekly Report (MM

coc 0 o @ @

Dispensing of Oral Antiviral Drugs for Treatment of COVID-19 by Zip Code—
Level Social Vulnerability — United States, December 23, 2021—May 21,
2022

Weekly / June 24, 2022 / 71(25);825-829

On June 21, 2022, this report was posted online as an MMWR Early Release.

Jeremy A.W. Gold, MD'; James Kelleher?; Jake Magid; MEng?; Brendan R. Jackson, MD'; Meghan E. Pennini, PhD3; Diana Kushner, MPH3; Emily J. Weston, MPH'=; Bobby
Rasulnia, PhD'; Sachiko Kuwabara, PhD'3; Kelly Bennett, MPH3; Barbara E. Mahon, MD?; Anita Patel, PharmD'; John Auerbach, MBA' (View author affiliations)

View suggested citation

Summary Article Metrics

What is already known about this topic?

Altmetric:
Lagevrio and Paxlovid are oral antiviral drugs effective at preventing hospitalization and death in patients with mild to W News (108)
moderate COVID-19 who are at risk for progression to severe disease. 1005 Blogs (1)
Tviitter (315)
. . W Facebook (3)
What is added by this report? Reddit (1)
During December 23, 2021-May 21, 2022, 1,076,762 oral antiviral prescriptions were dispensed in the United States. The I Mendeley (6)
overall number of antivirals dispensed increased; however, by the end of the study period, dispensing rates were lowest in L
high vulnerability zip codes, despite these zip codes having the largest number of dispensing sites. Citations: 0
What are the implications for public health practice? Views: 30,313
Views equals page views plus PDF
Additional public health, regulatory, and policy efforts might help decrease barriers to oral antiviral access, particularly in downloads

communities with high social vulnerability.
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Molnupiravir Quick Point-of-Care Reference

Last reviewed: 5/23/22

Molnupiravir has been FDA-authorized for emergency use to treat
mild-to-moderate COVID-19 among nonhospitalized, nonpregnant
adults since December 2021.

CLINICAL INFORMATION

Eligibility: The mc i
EUA covers adults 18 years
of age and older who are at
high risk for progressing to
severe COVID-19, including
hospitalization or death,
and for whom alternative
COVID-19 treatment options
authorized by FDA are not
accessible or clinically
appropriate. If it is decided to
give molnupiravir, treatment
should begin as soon as
possible after diagnosis and
within 5 days of symptom
onset

Dosing: A course of molnupiravir consists of 800 mg (four 200 mg capsules) taken orally
every 12 hours for 5 days

Clinical Decision-Making: In ambulatory adult patients with mild-to-moderate COVID-19
at high risk for progression to severe disease who have no other treatment options, IDSA-
guidelines suggest molnupiravir be initiated within 5 days of symptom onset (conditional
recommendation, low certainty of evidence). NIH guidelines also suggest molnupiravir
only when other antiviral options cannot be used (class Clll recommendation)

The Real-Time Learning Network's COVID-19 Outpatient Treatment Guidelines Roadmap
and HHS's COVID-19 Therapeutics Clinical Decision Aid offer paths to evaluate current U.S.
treatment options
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SAFETY

Pregnancy: FDAs Fact Sheet for Health Care Providers states: "Based on findings from animal
reproduction studies, molnupiravir may cause fetal harm when administered to pregnant
individuals ... therefore, molnupiravir is not recommended for use during pregnancy.

NIH's COVID-19 Treatment Guidelines Panel states: “When other therapies are not available,
pregnant people with COVID-19 who are at high risk of progressing to severe disease, particularly
those who are beyond the time of embryogenesis (i.e., >10 weeks' gestation), may reasonably
choose molnupiravir therapy after being fully informed of the risks

FDA and NIH both recommend that prescribing clinicians should document that a discussion with
the patient of the risks and benefits occurred and that the patient chose this therapy after the

ions P ies of molnupIravir
have been conducted, but no dru: cted based on available
information.

Distribution: Molnupiravir is currently available in limited quantities in the U.S. and is being
allocated by the federal government to health departments in states, territories and jurisdictions
as well as select community health centers

For allocation details, refer to HHS's distribution summaries; for information intended for health
providers, see HHS's ; for patient-facing information, refer to HHS's

Test-to-Treat COVID-19 Medication Locator.

CODING, BILLING & REPORTING
Coding: Drug Name Dosage Package Size NDC

40 capsules in one
Molnupiravir 200 mg/1 fiticpirnalsd NDC-0006-5055-06

5 40 capsules in one sy
Molnupiravir 200 mg/1 ot piastlc, NDC-0006-5055-07

Billing: Molnupiravir has been added to the Medicaid and Children's Health Insurance Program
formularies as a payable pharmacy benefit

Reporting: Providers are required to report federally purchased course administration daily by
11:59 p.m. ET via HHS's Health Partner Order Portal.

FURTHER INFORMATION
Real-Time Learning Network Molnupiravir Literature Reviews

EDA Molnupiravir EUA Fact Sheet for Health Care Providers
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Effect ofMolnupiravir on BiomarkersRespiratoryinterventions,and Medical Servicesn COVIBL9 ¢
7 June2022 Annal®f Internal Medicine

ACP  ACP Journals v

Annals of Internal Medicine*

LATEST ISSUES INTHECLINIC JOURNALCLUB MULTIMEDIA CME/MOC AUTHORS/SUBMIT

Effect of Molnupiravir on Biomarkers, Respiratory
Interventions, and Medical Services in COVID-
19 e

A Randomized, Placebo-Controlled Trial

https://doi.0rg/10.7326/M22-0729 Eligible for CME Point-of-Care
ABSIRACT [ VISUAL ABSTRACT B Avstract J§ PDF R Tools « Share

METHODS

Abstract
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(®) An official website of the Commonwealth of Massachusetts ~ Here's how you know

= Menu @ Select Language ¥ & State Organizations =] LogIn to...

v Mass.gov Search Mass.gov seARCH Q

2 > Executive Office of Health and Human Services > | ... | > Get treated for COVID-19 > Treatments for COVID-19

& OFFERED BY Executive Office of Health and Human Services | Department of Public Health

Free telehealth for COVID-19 treatment with Paxlovid

Telehealth is a quick and easy way to see if Paxlovid, a COVID-19 treatment
pill, is right for you. This is a new service provided by the Commonwealth of
Massachusetts.

TABLE OF CONTENTS

© Who can take Paxlovid?

@ Geta free video consultation
° Covid-19 Treatment Flyers
© Need help?

© Contact

© Related

Feedback
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June23,2022(DOlhttps://doi.org/10.1016/S14733099(22)0032()

2022 World Bank income group
I High-income countries
B Upper-middle-income countries

Excess mortality data

Il Model fit to excess mortality
I Model fit without vaccines

1500004 [ Deaths averted by vaccines & 150000 B Lower-middle-income countries
(direct) g [ Low-income countries

[ Deaths averted by vaccines §
(indirect) =
"] c

+ 100000~ 'S 100000+
o I3
g >
2 )
‘© o
. £
[

50000 & 50000
%)
L
i
a

0-— T T T 1 0- .
January, April, July, October, January, January, April, July, October, January,
2021 2021 2021 2021 2022 2021 2021 2021 2021 2022
Date Date

@DrElisaChoi


https://doi.org/10.1016/S1473-3099(22)00320-6

Median deathsaverted by vaccinationsper 10000 people by country in the first year of COVIB19
vaccination- LancetID June23, 2022 (DOIhttps://doi.org/10.1016/S14733099(22)0032b)
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Numberof PrimaryCarePhysiciangPCPs) pet00000 Populationand COVIBD19 VaccinationRates
AcrossUSCounties- JAMANetw Open.2022;5(2):e2147920doi:10.1001/jamanetworkopen.2021.47920

A | PCPs per 100 000 population

""“ "
f‘r

No. of PCPs per
100000 population

-0
Bl co-1099
Il 7089
Bl so-s9-2
B so-s9.9
B s0-a99
20-39.9
1-19.9

o

Fully vaccinated
against COVID-19, %




Reportof HealthCareProviderRecommendatiorfor COVIB19VaccinationrAmongAdults, by
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Report of Health Care Provider Recommendation for COVID-
19 Vaccination Among Adults, by Recipient COVID-19
Vaccination Status and Attitudes — United States, April—
September 2021

Weekly / December 17, 2021/ 70(50);1723-1730

Kimberly H. Nguyen, DrPH'; David Yankey, PhD'; Peng-jun Lu, MD'; Jennifer L. Kriss, PhD'; Noel T. Brewer, PhD? Hilda Razzaghi, PhD';
Mehreen Meghani, MPH'; Brian J. Manns, PharmD’; James T. Lee, MD'; James A. Singleton, PhD' (View author affiliations)

View suggested citation

Summary Article Metrics

What is already known about this topic?

Altmetric:
COVID-19 vaccination is critical to controlling the COVID-19 pandemic; health care providers play an [l News (8)
important role in achieving high vaccination coverage. 19 Blogs (1)

( 3 Tuitter (97)

What is added by this report? I Facebook ()
W Vendeley 37)

Adults who reported a provider COVID-19 vaccination recommendation were more likely to have

been vaccinated, to be concerned about COVID-19, to have confidence that COVID-19 vaccines are Citations: 9

important and safe, and to perceive that family and friends had been vaccinated.

Views: 7,212

What are the implications for public health practice? Views equals page views plus
PDF downloads

A health care provider recommendation for COVID-19 vaccines at every visit could increase coverage

and confidence in vaccines, particularly among groups with lower COVID-19 vaccination coverage,

including younger adults, racial/ethnic minorities, and rural residents.
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A recommendation from a health care provider
helps to increase COVID-19 vaccination

127

Recommendations were
associated with more vaccination
among adults, including...

v younger adults

v~ some racial and
ethnic minorities

\/ those living in rural areas

™8 those who did not have
school or work requirements
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