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COVID-19 Therapeutics Updates




COVID-19 Data Tracker

Weekly trends in the number of cases and number of new patients admitted to hospital with confirmed COVID-19
per week in the United States reported to the CDC
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https://covid.cdc.gov/covid-data-tracker/#datatracker-home
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https://covid.cdc.gov/covid-data-tracker/#datatracker-home

New: NIH Guidelines Panel Updates

* Dec. 28, 2022 - Updates Regarding the Use of Bebtelovimab

o Due to the increasing prevalence of SARS-CoV-2 Omicron subvariants that are
anticipated to be resistant to bebtelovimab (i.e., BQ.1, BQ.1.1, XBB), bebtelovimab is
not currently authorized by the Food and Drug Administration (FDA) for the treatment
of COVID-19 in any region of the United States. The Panel recommends against the
use of bebtelovimab for the treatment of non-hospitalized patients with COVID-19
who are at high risk of progressing to severe COVID-19 (All).

https://www.covid19treatmentguidelines.nih.gov/about-the-guidelines/whats-new/
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https://www.covid19treatmentguidelines.nih.gov/about-the-guidelines/whats-new/

New: NIH Guidelines Panel Updates

Table 2a. Therapeutic Management of Nonhospitalized Adults With Mild to Moderate COVID-19

Who Do Not Require Supplemental Oxygen
Last Updated: December 28, 2022

Patient Disposition Panel’s Recommendations

All Patients e All patients should be offered symptom management (Alll).

Patients Who Are at High Risk of Progressing to Preferred therapies. Listed in order of preference:

Severe COVID-19° « Ritonavir-boosted nirmatrelvir (Paxlovid)>? (Alla)

Alternative therapy. For use when the preferred therapies are not available, feasible to use, or clinically

appropriate:

Each recommendation in the Guidelines receives 2 ratings that reflect the strength of the recommendation and the quality of the evidence that supports it. See

Guidelines Development for more information.

https://www.covid19treatmentguidelines.nih.gov/tables/therapeutic-management-of-nonhospitalized-adults/

ASPR 6



https://www.covid19treatmentguidelines.nih.gov/tables/therapeutic-management-of-nonhospitalized-adults/

Reminder: NIH Guidelines Panel Updates December 6

Minor updates were made to the following Guidelines sections:
« Remdesivir

* Ritonavir-Boosted Nirmatrelvir (Paxlovid)
* Antithrombotic Therapy in Patients with COVID-19
* Special Considerations in People Who are Immunocompromised

» Special Considerations in Adults and Children with Cancer

» Special Considerations in Solid Organ Transplant, Hematopoietic Cell Transplant, and
Cellular Immunotherapy Candidates, Donors, and Recipients

* Intravenous Immunoglobulin

https://www.covid19treatmentquidelines.nih.gov/about-the-quidelines/whats-new/
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https://www.covid19treatmentguidelines.nih.gov/therapies/antivirals-including-antibody-products/remdesivir/
https://www.covid19treatmentguidelines.nih.gov/therapies/antivirals-including-antibody-products/ritonavir-boosted-nirmatrelvir--paxlovid-/
https://www.covid19treatmentguidelines.nih.gov/therapies/antithrombotic-therapy/
https://www.covid19treatmentguidelines.nih.gov/special-populations/immunocompromised/
https://www.covid19treatmentguidelines.nih.gov/special-populations/cancer/
https://www.covid19treatmentguidelines.nih.gov/special-populations/transplant/
https://www.covid19treatmentguidelines.nih.gov/therapies/miscellaneous-drugs/intravenous-immunoglobulin/
https://www.covid19treatmentguidelines.nih.gov/about-the-guidelines/whats-new/

New Report: COVID-19 Antivirals Utilization:
Geographic and Demographic Patterns of Treatment in 2022

» Dec. 23, 2022 — HHS Office of the Assistant Secretary for Planning and Evaluation issued report that
examines the utilization of oral antiviral medications, Paxlovid and Lagevrio, for the treatment of COVID-19.

* Analyses include an examination of time trends of COVID-19 antiviral use as well as breakdowns by age
cohorts and gender.

» Report finds that utilization in the U.S. of both Paxlovid and Lagevrio rose sharply in the spring of 2022, rising
more than tenfold for all age groups between March and July 2022.

 Utilization rates were higher among older adults and those in long-term care settings. Paxlovid utilization rates
per 100,000 people were highest for those in long-term care (LTC) settings, exceeding any population-based
age group in retail settings. Lagevrio usage was even more concentrated in LTC settings, where residents may
more frequently have contraindications to Paxlovid.

» Report notes wide variation in COVID-19 antiviral medication use by state.

« Paxlovid utilization (but not Lagevrio) was statistically significantly higher in states with higher vaccination
rates, while utilization of both medications increased in association with higher statewide COVID-19 case
rates.

» Read the full report here.
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https://aspe.hhs.gov/reports/covid-19-antivirals-utilization

Who Is At Risk for Severe COVID-19?

IDSA Immunocompromised Populations: https://www.idsociety.org/covid-19-real-time-learning-network/special-populations/immunocompromised-populations/

Age
(years)

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

lung disease, pregnancy)

Vaccination Status

Immunosuppression
(illustrative therapies and
conditions — there may be
significant variation in risk
within each category)

® 2022. Infectious Diseases Society of America. Reprintec

CDC Underlying Medical Conditions Associated with Higher Risk for Severe COVID-19: Information for Healthcare Professionals: https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-

LOWER RISK

HIGHER RISK

The most important risk factor is increasing age.

Full vaccination Full
vaccination

plus boosting

Corticosteroids

Biologics (e.g., anti- Antimetabolites
tumor necrosis factor) (e.g., mycophenolate)

Partial

gl Unvaccinated
vaccination

Solid organ Stem cell
transplant transplant
Lymphodepletion
(e.g., anti-CD20*) i
AIDS Hemqtologlccl
malignancy

Sociodemographic factors and non-pharmaceutical interventions affect exposure risk

1 with permission
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https://www.idsociety.org/covid-19-real-time-learning-network/special-populations/immunocompromised-populations/
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html#anchor_1618433687270

Reminder! COVID-19 Action Plan

Guidance to help individuals put together a
COVID-19 plan so that all information needed
is on hand if a person or a member of their
household gets sick with COVID-19
Downloadable guide that can be edited,
saved, and shared with family, friends, and
healthcare providers
Additional information also available regarding
COVID-19 prevention actions
Access COVID Action Plan guidance at:

o COVID-19 Personal Plan (cdc.gov)

o How to Protect Yourself and Others | CDC

COVID-19 Plan

Tools, information, and action steps to share with your family, friends, and healthcare provider

Start your personal COVID-19 plan

Talk with your healthcare provider about whether you are at high risk of getting very sick from COVID-19 .
= People who are more likely to get very sick Include older adults (ages 50 years or more, with risk Increasing
with age), people who are unvaccinated, and people with certaln medical conditions, such as chronic lung
disease, heart disease, or 3 weakened Immune system.

Understanding risk
hitps:/fwww.cdc.gov/coronavirus/2019-ncov/your-health/understanding-risk.htmi

« People with risk factors for severe disease may benefit from treatment If they get COVID-19.
A healthcare provider will help decide which treatment, If any, Is right for you.

Tests

Have a supply of COVID-19 self-test kits at home and know when and how to use them. ’ »

https://www.cdc.gov/coronavirus/2019-ncovitesting/self-testing.html POAVIR-19
COvID-1

« Ifyou have symptoms of COVID-19, test Immediately.

—
« Ifyou test positive, treatments are avallable that can reduce your chances of y
hospitalization and death. —

Treatment
Have a plan to contact a healthcare provider right away If you test positive.
= Don't delay: Treatment must be started within days after you first develop
to be effective. B(

Healthcare provider
If you don't have a healthcare provider, consider telehealth options or
contact a Test to Treat site to get tested, evaluated, and treated In one location. =

« Test to Treat locations: hitps://covid-19-test-to-reat-locator-dhhs.hub.arcals.com/

Take precautions

COVID-19 In your Community: Keep track of your COVID-19 Community Level and use It to quide
your precautions: hitps://www.cdc.gov/coronavirus/2019-ncov/your-health/covid-by-county.htmi

Vaccines
Stay up to date on vaccines. Know when to get a booster:
https:/fwww.cdcgov/coronavins/201%-ncovivaccines/stay-up-to-date himl

Ventilation
Spend time outside and Improve Indoor alr quality at home by opening windows and using
adequate filtration.

Masks

Masks are recommended for those at high risk when COVID-19 community levels are medium
and for everyone when levels are high. Learn more:
https:/fwww.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/about-face-coverings.html



https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2F2019-ncov%2Fdownloads%2F332440-A_FS_COVID_Plan_FINAL.pdf&data=05%7C01%7CCicely.Waters%40hhs.gov%7Cbc0c1a368ce14014f04508dad2d0f17e%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C638054092260903125%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=4qOfrMrg7naxC74rBqDi6PcAsLIVutiigdR2wcys%2FKQ%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2F2019-ncov%2Fprevent-getting-sick%2Fprevention.html&data=05%7C01%7CCicely.Waters%40hhs.gov%7Cbc0c1a368ce14014f04508dad2d0f17e%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C638054092260903125%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=mxg1zZwXynUulnd0%2BYqpZ3epm%2FOzDSZnh%2FoAvnJpWdM%3D&reserved=0
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Summary of COVID-19 Preventative Agents & Treatments

Exposed Mi
ild to Moderate : " ..
No lliness Hospital Admission
Por CDC Close Contac Symptoms'’ ospital Admissio ICU Admission
_ Hosp. for Hospitalized - _Hospitalized, Hospitali_zed,
Base"”eir:}eei'ttignsztatus’ no Not hospitalized Not hospitalized for COVID2 reason other J} for COVID, Hg:‘;f(a"iend’ h'gnho‘:‘_’i‘;]"v‘;’g\?ee”/ r\'/’::tnz:'ocr?/'
than COVID not on oxygen yo ventilation ECMO
w \ / \ KOraI Antivirals h Please see NIH Current Inpatient Therapies*
Vaccines » Paxlovid (nirmatrelvir (https://www.covid19treatmentguidelines.nih.gov/therapies/)
Monoclona| None currently L + ritonavir, Pfizer) .......................... >
Antibodies for authorized for r N
PrEP use in any US Oral Antivirals
* Evusheld state or territory. « Lagevrio (molnupiravir, | =" >
(tixagevimab + L Merck) — Alternative ) | There is currently ample supply of COVID-19 therapeutics —
K cilgavimab, AZ)/ K / BT L | every eligible patient should have access to these medications
ntivira
. Vek|ury® T P PP PP P PP T PP TP PP P PPT P PPTTPPTTPPITPPITPPITPPETTRD 3
() HHS distribution \___(remdesivir, Gilead) )

*As hospitalizations increase, please be sure to check latest
(] Commercially available updates on inpatient care

' Convalescent Plasma EUA https://www.fda.gov/media/141478/download

Convalescent plasma is authorized for specific immunocompromised patients. Therapeutic Management of Nonhospitalized Adults With COVID-19

2 Refer to individual product Fact Sheets for authorization details Therapeutic Management of Hospitalized Adults With COVID-19

ASPR
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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/
https://www.fda.gov/media/141478/download#:%7E:text=COVID%2D19%20convalescent%20plasma%20is%20human%20plasma%20collected%20by%20FDA,21%20CFR%20630.15)%20and%20qualifications.
https://www.covid19treatmentguidelines.nih.gov/therapies/

Estimated Prevalence of COVID-19 Variants Nationally

XB B 1 5 b . United States: 1/1/2023 — 1/7/2023 NOWCAST United States: 10/2/2022 — 1/7/2023

. .1.5 now being
monitored separately from UsA NOWCAST
XBB WHO label  Lineage # US Class  %Total 95%PI oo — : : ; ; ; ; ; ; ; ; i i i

Omicron  BQ.1.1 voc 344% 267430% [} 90%
XBB.1.5 voc 276% 140465% [ == I . 0
* XBB.1.5+BQ.1.1+BQ.1+XBB BQ.1 voc 214% 16127.7% I o E
+BF.7+ BA.5.2.6+BA.4.6+ XB8 VOC 148% :4061% E % .
BAS VOC 3.7%  27-5.0% g slsls
BF1 1 + BA2752 - ~92% BN.1 VOC 3.0%  2.1-41% N 2 00 - é
. . BF.7 VOC 22%  16-3.0% g
(likely Evusheld resistant) mers voe 1 osam g o
BA5.2.6 VOC 0.7%  05-0.9% [ ] £ 0% e
 BQ.1.1+BQ.1+XBB+BF.7+ BA2 VOC 0.3%  02-0.5% £ g
BF.11 VOC 0.3%  02-0.4% B R AT ©
BA.5.2.6+BA.4.6+BF.11+ ohso oo 0  0203% o 8 2
— 0 BA.2.75.2 VOC 0.1%  0.1-0.1% B 2 .
BA.2.75.2 = ~64% BA.4 VOC 00%  0.0-0.0% 10% - 3 < : =
(Conﬂrmed Evusheld BA.1.1 VOC 0.0%  0.0-0.0% 0% 3
. B.1.1.529 VOC 0.0%  0.0-0.0% 0 § § §8 8 8§ § 8 §8 § &8 § § § &
reS|Stant) BA2.12.1 VOC 0.0%  0.0-0.0% B S £ & & £ T 2 ;4 8§ £ £ & & =
Detta  B.1.617.2 VBM 0.0%  0.0-0.0% T S T
Other  Other* 0.0%  0.0-0.1% B

Collection date, week ending

https://covid.cdc.gov/covid-data-tracker/#variant-proportions
*BA.2.75 includes some lineages with R346T in combination with other mutations making some portion resistant to Evusheld



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

Therapeutics Activity Against Emerging Variants

« Evusheld ~92% projected resistance nationally (additional data pending)

« Breakthrough infections are possible, advise patients to have a treatment
plan in place and to seek timely medical attention if symptoms occur

* This is important messaging to both patients that received Evusheld
previously and patients getting first dose

« mADbs currently not authorized for use (Regen-COV, bam/ete, sotrovimab,
bebtelovimab) are routinely tested against emerging variants

« Paxlovid/Lagevrio/Veklury are expected to retain activity against all circulating
variants based on preliminary data & sequence analysis
 additional data is pending

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

Product Specific Information Sheets

* New Lagevrio Information

Sheet
Who is considered to have a risk factor for severe COVID-197? O QU ICk refe rence dOCU ment
s Per the current CDC’s Interim Clinical Considerations for COVID-19 Treatment in QOutpatient guidelines, risk factors .
include: for health care providers

o Age over 50 years, with risk increasing substantially at age 2 65 years ] . ]

o Being unvaccinated or not being up to date on COVID-19 vaccinations o H Igh I IghtS patient

o Specific medical conditions and behaviors e ep epe

eligibility and

effectiveness information

 This Paxlovid information
sheet summarizes current

Continue to monitor our ASPR webpage found here, information about Paxlovid
https://aspr.hhs.gov/COVID- and offers resources about
19/Therapeutics/Products/Pages/product-resources.aspx other COVID-19

therapeutics.
« Veklury information sheet coming soon!


https://aspr.hhs.gov/COVID-19/Therapeutics/Products/Lagevrio/Documents/Lagevrio-Information-Sheet.pdf
https://aspr.hhs.gov/COVID-19/Therapeutics/Products/Paxlovid/Documents/paxlovid-information-sheet.pdf
https://aspr.hhs.gov/COVID-19/Therapeutics/Products/Pages/product-resources.aspx

COVID-19 Therapeutics Locator — How to find specific medications

Therapeutic Distribution Locator for Provider Use "

Locations

36,582

1-HOMELAND PHARMACY #235
7001 NW 122nd Street, Oklahoma City, OK 73142
Paxlovid, Product #

19 Available

10 MDSS5/5GSL

4102 Pinion Drive, USAF Academy, CO 80840

Paxlovid, Product #

Available

Inventory has not been reported in the last 2 weeks. Please contact
provider to make sure product is available.

11 Mott St Pharmacy

11 Mott Street, New York, NY 10013
Paxlovid, Product #

16 Available

11th Medical Group - JB Andrews

1060 West Perimeter Road, JB Andrews, MD 20762

Paxlovid, Product #

Available

Inventory has not been reported in the last 2 weeks. Please contact
provider to make sure product is available.

123 PHARMACY INC

3712 PRINCE ST, FLUSHING, NY 11354
Paxlovid, Product #

28 Available

137 MOTT PHARMACY INC

137 MOTT ST, NEW YORK, NY 10013
Paxlovid, Product #

17 Available

139 CENTER PHARMACY LLC
139 CENTRE ST. NFW YORK. NY 10013

Search by therapy and by zip code to find potential locations

State, Territory, or Jurisdiction Therapeutic Selector
Paxlovid

(Q Use search glass below to find locations near an address. Buushed

AA, USGS | CDC, HHS | HHS Powered by Esri

Lagevrio (molnupiravir)
Paxlovid

Renal Paxlovid

SE|eCT a“

Available: 0

o Paxlovid
Available: 1,189,136

* Renal Paxlovid
Available: 0

Paxlovid and renal Paxlovid are currently available at 36,947 and 28,628 locations, respectively. They can be
found using the COVID-19 Therapeutics Locator or the Test to Treat site locator

ASPR
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https://covid-19-therapeutics-locator-dhhs.hub.arcgis.com/
https://covid-19-test-to-treat-locator-dhhs.hub.arcgis.com/

Test-to-Treat Locator Updates

« States/Jurisdictions can add their state-sponsored telehealth programs to the Test-to-Treat
locator.
o The telehealth program information will appear as the third dropdown option in the menu on the
left side of the locator when a user enters an address or zip code in a state with a program.

Test to Treat Locations - Nearby App - test copy (i} 0
YER WILLOWS
L LITTLETON
GoMMON
2

 Home delivery of oral antivirals .
is now available as an opt-in for o
display on the Test-to-Treat e -
locator.

o Central partners can > [|v
leverage the Provider e
Metadata Management Sosacnon
(PMM) tool in Tiberius to “

Some pharmacy clinics and health centers can test, prescribe and give you medication at the same ~ ousH

u pd ate th e | r p rog rams an d location. Additionally, some sites offer telshealth services.

Learn more about the Test-to-Treat program.

T2T Combined DEV

wt

Locations to fill a prescription )

provide any relevant website T —— y
. An yh althcare provider (in-person or via telehealth) ca \ ate dp e you CO\\D 19
IInkS. Addlt"a' Hy ;methf%fh ormat ,va cti ‘Y' lthth p criptions &ny- cation in this tool.
3. State sponsored telehealth options HOHWOOE

Some states have set up specific telehealth programs or partnerships to offer telehealth services
throughout the state.

1
®



Florin Draica, MD, CMD, MBA

US Senior Medical Director, HQ PAXLOVID Team Lead
Pfizer Medical Affairs




PAXLOVID™
nirmatrelvir tablets;
ritonavir tablets

COVID-19 Therapeutics
Clinical Update

Florin Draica, MD, CMD, MBA
US Senior Medical Director, HQ PAXLOVID Team Lead

Pfizer Medical Affairs
January 6, 2023

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



PAXLOVID (nirmatrelvir tablets; ritonavir tablets) Emergency Use Authorization'2

« PAXLOVID has not been approved, but has been authorized for emergency use by FDA under an EUA, for
the treatment of mild-to-moderate COVID-19 in adult and pediatric patients (12 years of age and older
weighing at least 40 kg) with positive results of direct SARS-CoV-2 viral testing, and who are at high risk for
progression to severe COVID-19, including hospitalization or death

» The emergency use of PAXLOVID is only authorized for the duration of the declaration that circumstances
exist justifying the authorization of the emergency use of drugs and biological products during the COVID-19
pandemic under Section 564(b)(1) of the Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is
terminated or authorization revoked sooner

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Outline

|dentifying Patients at High Risk of Progression to Severe lliness
MOA; Circulating Variants

EPIC-HR - Updates

Drug Interaction Management Resources

Viral Rebound

Real World Evidence

Summary

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



COVID-19 Cases and Hospitalizations - Weekly Trends

In the US, as of December 23, 2022 Weekly Trends in Number of Cases and Number of New
Patients Admitted to Hospital with Confirmed COVID-19 Per

Week in the US Reported to the CDC

* 100,216,983 total recorded cases
* 1,086,197 total deaths ‘
» 487,367 new cases (weekly total) - m
« 33,406 current hospitalized patients > ™ — H|
=

* 5,374 new hospital admissions

(daily average) H|

™ —\— —

+ Total Updated Booster Doses (People ‘ ‘

5+ ): 45,675,842 JanU-ZQ‘ 20 Jul 28,20 Jan 27,21 Jul 28, '21 Jan 26, '22 Jul 27,22 Dec 21,'22

https://covid.cdc.gov/covid-data-tracker.
@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.


https://covid.cdc.gov/covid-data-tracker

Patients Who May Be at High Risk for Progression to Severe COVID-19

Summary of high-risk factors for progression to severe COVID-19

-

Age 250 years Underlying Conditions Race and Ethnicity

4 )

Age is the strongest risk factor for Patients with certain underlying People from certain racial and ethnic
severe COVID-19 outcomes medical conditions are at high risk minority groups are more likely to
Risk of COVID-19-related deaths among for severe COVID-19 experience severe COVID-19 at

peple aged 50-64 years is younger ages

Risk of
PUOGIEERION MRS Barriers to accessing healthcare
with increasing

hi gh ©r than those
support are more common in
2 5x aged 18-29 years number of underlying o

- certain ethnic and racial groups
conditions, as do

Risk of severe outcomes is increased in people poorer outcomes
of all ages with certain underlying medical
conditions and in people who are 250 years, with

st increasing substantially at ages 265 yeary \ / \ /

yrs, years.

Centers for Disease Control and Prevention. Underlying Medical Conditions Associated with Higher Risk for Severe COVID-19: Information for Healthcare Professionals. Available at: https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-
care/underlyingconditions.html (Accessed December 2022).

Conditi

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.


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

People Aged 250 Years Are at Increased Risk for Severe COVID-19 Outcomes,
with Risk Increasing Substantially in People Aged 265 Years'

0-4

years old

Cases

Hospitalization

Death

Age Group Rate Ratios Compared to Ages 18 to 29 Years*?

5-17
years old

18-29

years old

Reference

Reference

Reference

30-39
years old

4x

40-49 50-64 65-74 75-84 85+
yearsold vyearsold yearsold yearsold yearsold

3X 5x 8Xx 15x

10x 25x 60x 140x 340x

*All rates are relative to the 18 to 29 years age group. This group was selected as the reference group because it has accounted for the largest cumulative number of COVID-19 cases compared to other age groups. Sample interpretation: Compared
with ages 18 to 29 years, the rate of death is four times higher in ages 30 to 39 years, and 330 times higher in those who are ages 85 years and older. (In the table, a rate of 1x indicates no difference compared to the 18 to 29 years age group).
1. Centers for Disease Control and Prevention. Underlying Medical Conditions Associated with Higher Risk for Severe COVID-19: Information for Healthcare Professionals. Available at: https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-

care/underlyingconditions.html (Accessed December 2022); 2. Centers for Disease Control and Prevention. Risk for COVID-19 Infection, Hospitalization, and Death By Age Group. Available at: https://www.cdc.gov/coronavirus/2019-ncov/covid-
data/investigations-discovery/hospitalization-death-by-age.html (Accessed December 2022).

@ Pfizer

Medical Affairs

Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.
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Nirmatrelvir; Ritonavir - Mechanism of Action

Proteolysis by Mpe
—
- Nirmatrelvir is a peptidomimetic inhibitor of the SARS-CoV-2 “‘::l: B ikd
main protease (Mpro)' " [,F;‘ ¢
- Inhibition of SARS-CoV-2 Mpro renders it incapable of Sub;;te
processing polyprotein precursors, preventing viral replication recognition

pocket

- The M recognition sequence is unique: no known human

homolog?

. . . . . . ) Proteolysis inhibited
- MPr gctive site is highly conserved in coronaviruses

- Ritonavir is an HIV-1 protease inhibitor but is not active
against SARS-CoV-2 Mpro!

- Ritonavir inhibits the CYP3A-mediated metabolism of
nirmatrelvir = increased plasma concentrations of nirmatrelvir’
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by nirmatrelvir
~
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nirmatrelvir

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Variants of Concern in the US

United States: 9/18/2022 — 12/24/2022 Microbiology (12.4): addition of Omicron subvariants, in vivo, and
resistance data 09/2022

Antiviral Activity

Nirmatrelvir exhibited antiviral activity against SARS-CoV-2 (USA-WA1/2020 isolate) infection of
differentiated normal human bronchial epithelial (dANHBE) cells with ECso and ECgo values of 62 nM
and 181 nM, respectively, after 3 days of drug exposure.

Nirmatrelvir had similar cell culture antiviral activity (ECso values <3-fold relative to USA-WA1/2020)
against SARS-CoV-2 isolates belonging to the Alpha (B.1.1.7), Gamma (P.1), Delta (B.1.617.2),
Lambda (C.37), Mu (B.1.621), and Omicron (B.1.1.529/BA.1, BA.2, BA.2.12.1, and BA .4) variants.
The Beta (B.1.351) variant was the least susceptible tested variant with approximately 3.7-fold
reduced susceptibility relative to the USA-WA1/2020 isolate.

% Viral Lineages Among Infections

Based on GISAID* sequence analysis, the active site and Mpro
in general is conserved in all the lineages: BQ.1, BQ.1.1,
XBB, XBB.1.5 and also BJ.1, BM.1.1.1, BA.2.75.2, BF.7, and

0
1 BA.4.6).
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@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for

Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



EPIC-HR (Evaluation of Protease Inhibition for COVID-19 in High-Risk Patients):
Final Analysis of Efficacy Outcomes

EPIC-HR: Pivotal phase 2/3 study that evaluated the safety and efficacy of nirmatrelvir; ritonavir in non-hospitalized adult
patients with mild-to-moderate COVID-19 at high risk for progression to severe disease

* Primary endpoint: The final analysis showed an 86% reduction in risk of COVID-19-related hospitalization or death from any cause
compared to placebo in patients treated within 5 days of symptom onset'-3

« Secondary endpoint: The final analysis showed an 89% reduction in risk of COVID-19-related hospitalization or death from any
cause compared to placebo in patients treated within 3 days of symptom onset'#

* In the overall study population through Day 28, no deaths were reported in patients who received nirmatrelvir; ritonavir compared to 12
(1.2%) deaths in patients who received placebo’-?

Patients With COVID-19-Related Hospitalization or Death From Any Cause Through Day 28

Nirmatrelvir; ritonavir Placebo P value
Primary endpoint 5/697 (0.7%) hospitalized 44/682 (6.5%) hospitalized with <0.0001
Treatment within 5 days of symptom onset with no deaths 9 subsequent deaths '
Secondary endpoint 8/1039 (0.8%) hospitalized 66/1046 (6.3%) hospitalized with <0.0001
Treatment within 3 days of symptom onset with no deaths 12 subsequent deaths '

EPIC-HR included 2246 symptomatic, unvaccinated, outpatient, adults at high risk for progression to severe COVID-19 within 5 days after symptom onset, who were randomized to nirmatrelvir; ritonavir (300 mg; 100 mg) or placebo every 12 hours for
5 days.

EPIC-HR, Evaluation of Protease Inhibition for COVID-19 in High-Risk Patients.

1. Food and Drug Administration. Fact sheet for healthcare providers: emergency use authorization for PAXLOVID. September 26, 2022. Accessed December 2, 2022. https://www.fda.gov/media/155050/download; 2. PAXLOVID Data on File, Pfizer.
3. Hammond J, et al. Effect of nirmatrelvir/ritonavir versus placebo on COVID-19—related hospitalizations and other medical visits. Oral presentation at: IDWeek 2022; October 222; Washington, DC. 4. Hammond J, et al. N Engl J Med.
2022;386(15):1397-1408. doi: 10.1056/NEJMoa2118542.

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.


https://www.fda.gov/media/155050/download

EPIC-HR: Primary Endpoint Analysis in Patients Treated with Nirmatrelvir; Ritonavir <5 Days
After Symptom Onset

COVID-19—-Related Hospitalization or Death From Any Cause Through Day 28*
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@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



COVID-19—-Related Hospitalization (mITT1)
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Hospitalization ICU admission Non-ICU _ Nirmatrelvir; Placebo (n=1046)
hospitalization ritonavir (n=1039)

* Fewer hospitalizations were reported among those who received nirmatrelvir; ritonavir compared with placebo
— No patients in the nirmatrelvir; ritonavir group and 9 patients in the placebo group were admitted to the ICU
— Mean days of hospitalization per 100 patients was significantly reduced among nirmatrelvir; ritonavir treated patients
 Among hospitalized participants with known discharge status, 100% of those who received nirmatrelvir; ritonavir were
discharged to home self-care vs 52.9% of those receiving placebo

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Other COVID-19-Related Medical Visits (mITT1)*

2.5 - N69.8% ®m Nirmatrelvir-ritonavir (n=1039) OPlacebo (n=1046)
]
2 n=20
=S
A32.8%
#1.5 - |ﬁ°1
=12
E’ 1 N66.4% L A85.6%
= 1 A100% =8
© n Z
%05l ma ‘ n=0 L ‘ N5 A100% ‘
n=2 n=1 1 I—In=1 n=1
0 - —s n=0 n=0 — -
Emergency Practitioner's Use of home Urgent care visit Telephone Outpatient infusion Other visit
department visit office visit healthcare consultation center visit
services

« Through Day 34, fewer patients in the nirmatrelvir; ritonavir group reported COVID-19—-related medical visits
compared to placebo

—  2.2% (23/1039) of patients treated with nirmatrelvir; ritonavir and 8.1% (85/1046) of patients who received placebo reported any COVID-
19—related medical visit, corresponding to a 73% RRR (P<0.0001) with treatment

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Patients Who Received Oxygen Supplementation for COVID-19
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Oxygen support for Mechanical ventilation
COVID-19

« 81.5% RRR in requirement for oxygen support for COVID-19

« None of the patients in the nirmatrelvir; ritonavir group vs 4 patients in the placebo group
received mechanical ventilation

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



EPIC-HR Secondary Endpoint: Alleviation and Resolution of
Targeted Symptoms

Cough, headache, and muscle or body aches were the most common symptoms at baseline, with
headache and muscle or body aches being the most common severe symptoms.

100 - Planned Treatment (severity) » Patients logged the presence and severity
B Nirmatrelvir; ritonavir; 300 mg, 100 mg (any) on 3-or 4-p0int scales of 15 prespecified
B Nirmatrelvir; ritonavir; 300 mg, 100 mg (severe) .
Placebo (any) COVID-19 signs/symptoms from Day 1
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@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for

Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



EPIC-HR Secondary Endpoint: Alleviation and Resolution of
Targeted Symptoms

« Patients logged the presence and severity on 3- or 4-point scales of the 15 prespecified COVID-19 signs/symptoms at
approximately the same time daily from Day 1 (before dose) through Day 28 using an electronic handheld device

Description of Sustained Alleviation and Sustained Resolution of All Targeted COVID-19 Signs/Symptoms.

Outcome Definition

Sustained
alleviation

Sustained
resolution

@ Pfizer

Medical Affairs

The event occurring on the first of 4 consecutive days when all symptoms scored as moderate or severe at
study entry were scored as mild or absent AND all symptoms scored mild or absent at study entry were
scored as absent

The first day of the 4 consecutive-day period was considered the First Event Date

The event occurring when all targeted symptoms were scored as absent for 4 consecutive days
The first day of the 4 consecutive-day period was considered the First Event Date

Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Results: Treatment with Nirmatrelvir; Ritonavir Resulted in an Improvement in Time to
Symptom Alleviation and Resolution Relative to Placebo

Nirmatrelvir; ritonavir treatment resulted in a (A) 2-day improvement in time to symptom alleviation vs placebo (P<0.0001)
and (B) 3-day improvement in time to symptom resolution vs placebo (P=0.0008) in the mITT1 analysis set.

A Patients with alleviation B Patients with resolution
* o
HR™ (95% C1). 1.3 (1.1, 1.4) HR* (95% Cl), 1.2 (1.1, 1.4)
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2 | Median (95% CI) Median (95% CI) Median (95% CI) Median (95% CI)
13.0 (12.0, 13.0) 15.0 (14.0, 16.0) 16.0 (15.0, 17.0) 19.0 (17.0, 20.0)
0 - 0 -
Nirmatrelvir;ritonavir Placebo Nirmatrelvir;ritonavir Placebo
(300 mg, 100 mg) (n=758) (n=684) (300 mg, 100 mg) (n=671) (n=609)
Median time, days (Q1, Q3): 13.0 (8.0, 22.0) 15.0 (9.0, >25.0) 16.0 (10.0, >25.0) 19.0 (11.0, >25.0)
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Results: Treatment with Nirmatrelvir; Ritonavir Resulted in an Improvement in Time to
Symptom Alleviation and Resolution Relative to Placebo (cont’d)

Nirmatrelvir; ritonavir treatment resulted in faster (A) alleviation and (B) resolution of all individual symptoms vs placebo
with the exception of Gl-related symptoms (mITT1 analysis set).

A Median time to sustained alleviation, days B Median time to sustained resolution, days
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@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for

Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Results: Treatment with Nirmatrelvir; Ritonavir Resulted in an Improvement in Time
to Symptom Alleviation and Resolution Relative to Placebo (cont’d)

Patients treated with nirmatrelvir; ritonavir achieved sustained alleviation of COVID-19
symptoms regardless of baseline symptom severity (mITT1 analysis set)

N
o
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HR*, 1.2
HR* 1.3 P=0.1391 HR*, 1.3 B Nirmatrelvir;ritonavir; 300 mg, 100 mg

P=0.0002 ‘ | P<0.0001 M Placebo

-
[¢)]
1

Median time to sustained alleviation, days
¢ i

0 -
Mild Moderate Severe Moderate to Severe
Baseline Symptom Severity
No. of patients 238 264 515 546 213 189 728 735
No. reporting alleviation 194 197 136 192 144 111 523 465

through Day 28

« The median times to sustained alleviation were shorter for patients treated with nirmatrelvir; ritonavir compared with placebo, regardless of
baseline severity

—  Among the patients who had moderate-to-severe symptoms at baseline (nirmatrelvir; ritonavir, n=728; placebo, n=735), the median time to sustained
alleviation was significantly shorter with nirmatrelvir; ritonavir (13 days) vs placebo (16 days; P<0.0001)

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Results: Treatment with Nirmatrelvir; Ritonavir Resulted in an Improvement in Time to
Symptom Alleviation and Resolution Relative to Placebo (cont’d)

Treatment with nirmatrelvir;ritonavir significantly reduced the percentage of
patients with severe signs or symptoms from Days 2-6 and Days 7-28
relative to placebo (mITT1 analysis set).
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@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
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EPIC-HR: Final Analysis of Safety Outcomes

Summary of Treatment-Emergent Adverse Events?:2

Nirmatrelvir-ritonavir Placebo
N 1109 1115
Patients with adverse events (any) 251 (23%) 266 (24%)
Serious adverse events 18 (1.6%) 74 (6.6%)
Adverse events leading to discontinuation
9 23 (2.1%) 47 (4.2%)
of treatment
The majority of treatment-emergent adverse events were mild in severity
@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Safety: Post-Authorization Experience

The following adverse reactions have been identified during post-authorization use of PAXLOVID.
Because these reactions are reported voluntarily from a population of uncertain size, it is not always
possible to reliably estimate their frequency or establish a causal relationship to drug exposure.

« Immune System Disorders: Anaphylaxis, hypersensitivity reactions [see Warnings and
Precautions (5.2)]

« Gastrointestinal Disorders: Abdominal pain, nausea
 General Disorders and Administration Site Conditions: Malaise

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Dosage and Administration

PAXLOVID contains two different drugs (nirmatrelvir tablets and ritonavir tablets) that are co-packaged in a daily blister card for oral use.
PAXLOVID is available in the following two packaging configurations:

300 mg; 100 mg Dose Pack 150 mg; 100 mg Dose Pack

O 0063108530

PAXLOVID™

NDC D06E%-1101-20
D rfeer PAXLOVID™
(nirmatrelvir tablets; ritonavir tablets), (nirmatrelvir tablets; ritonavir tablets),
co-packaged for oral use co-packaged for oral use
Each camon contains 20 tablats in 5 blister cards

Each blister cand contains 6 tablets:
= 4 nirmatrekir tablers (150 mg each)
= 2 ritonavir tablets {100 mg each)

[ 300 mg; 100 mg Dose Pack ]

Each carton cantains 20 tablets in 5 blister cards
Each blister card contains 4 tablets:

+ 2 nirmatrelvir tablets (150 mg ead)

= 2ritonavir tablets (100 mg each)

Morning Drose - Take all 3 tablets at the same time from
the morning dose portion of the blister card (yellow side)
Evening Dose - Take all 3 tablets at the same time from
the evening dose portion of the blister card (blue side).

150 mg; 100 mg Dose Pack

Morning Dose - Take both tablets at the same time from
the morning dose portion of the blister card {white side).

Evening Dose - Take both tablets ar the same time from

the ewening daze portion of the blister card (pink side).
For use under Emergency Use Authorization, R onily

For use under Emergency Use Authorization, R only

300 mg; 100 mg Dose Pack: This packaging configuration
should be used for patients with normal renal function or
mild renal impairment (eGFR* 260 ml/min).

150 mg; 100 mg Dose Pack: This packaging configuration

should be used for patients with moderate renal impairment
(eGFR 230 to <60 mL/min).

PAXLOVID is not recommended in patients with severe renal impairment (<30 mL/min) as the appropriate dose has not been determined

PAXLOVID is not recommended in patients with severe hepatic impairment (Child-Pugh Class C) as no pharmacokinetic or safety data is
available in subjects with severe hepatic impairment.

@P zer

Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Resources to Help Identify and Manage Drug-Drug Interactions with PAXLOVID
(nirmatrelvir tablets; ritonavir tablets)

Pfizer Medical Resources

e Fact Sheet for Healthcare Providers
e PAXLOVID Medical Information Page, which includes a drug interaction tool
e Potentially Significant Druqg Interactions, Including Contraindicated Drugs Resource

Third-party Resources

e NIH Guideline on Drug-Drug Interactions Between Ritonavir-Boosted Nirmatrelvir (Paxlovid) and
Concomitant Medications
e The University of Liverpool COVID-19 Drug Interactions website

Links to sites outside of Pfizer are provided as a resource to the viewer. This third-party website is neither owned nor controlled by Pfizer, and Pfizer does not
endorse and is not responsible for the content or services of the site. The information made available through the link relates only to known or suspected effects of
interacting medications, and is based on relevant data in the public domain. Healthcare providers must exercise their own judgment. The nature of drug interaction
information is that it is constantly evolving because of ongoing research and clinical experience and is often subject to interpretation. No clinical advice is given or
implied and healthcare providers must exercise their own judgement in relation to the risks and benefits of combining medications, which depend on factors beyond
pharmacokinetic interactions between two medications. Pfizer shall have no liability to any person or entity with regard to claims, loss, or damage caused, or
alleged to be caused, directly or indirectly, by the use of other resources.

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.


https://labeling.pfizer.com/ShowLabeling.aspx?id=16474
https://www.pfizermedicalinformation.com/en-us/paxlovid
https://www.pfizermedicalinformation.com/en-us/drug-interaction-checker?product=PAXLOVID%E2%84%A2+%7C+nirmatrelvir+tablets%3B+ritonavir+tablets
https://pfizermedical.pfizerpro.com/api/vc/en/medical/assets/5773bb0d-ab2b-40bb-8988-be557bd70923/Potentially%20Significant%20Drug%20%20Interactions%20Including%20Contraindicated%20Drugs.pdf
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ritonavir-boosted-nirmatrelvir--paxlovid-/paxlovid-drug-drug-interactions/
https://www.covid19-druginteractions.org/checker

Information on Viral RNA Rebound

« Post-treatment increases in SARS-CoV-2 RNA shedding levels (i.e., viral RNA rebound) in nasopharyngeal
samples were observed on Day 10 and/or Day 14 in a subset of PAXLOVID and placebo recipients in EPIC-
HR, irrespective of COVID-19 symptoms. The frequency of detection of post-treatment viral RNA rebound
varied according to analysis parameters but was generally similar among PAXLOVID and placebo recipients,
regardless of the rebound definition used. A similar or smaller percentage of placebo recipients compared to
PAXLOVID recipients had nasopharyngeal viral RNA results < lower limit of quantitation (LLOQ) at all study
timepoints in both the treatment and post-treatment periods.

« Post-treatment viral RNA rebound was not associated with the primary clinical outcome of COVID-19-related
hospitalization or death from any cause through Day 28 following the single 5-day course of PAXLOVID
treatment. Post-treatment viral RNA rebound also was not associated with drug resistance as measured by
Mpro sequencing. The clinical relevance of post-treatment increases in viral RNA following PAXLOVID or
placebo treatment is unknown.

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.


https://www.fda.gov/media/155050/download

COVID-19 Rebound Management: CDC and NIH Guidance

CDC Health Advisory! NIH Guidelines?

« A brief resurgence of symptoms may be part of the natural course of « To date, the return of COVID-19 symptoms following treatment
SARS-CoV-2 infection in some individuals and unrelated to treatment with nirmatrelvir;ritonavir has not been associated with
with nirmatrelvir;ritonavir or vaccination status progression to severe disease

» Limited data from case reports indicate that patients treated with .

Concerns pertaining to recurrence of COVID-19 symptoms
following treatment should not be a reason to avoid the use of
nirmatrelvir;ritonavir

* The current Emergency Use Authorization does not permit longer

nirmatrelvir;ritonavir who experienced COVID-19 rebound have had mild
symptoms, and no cases of severe disease have been reported

* In cases of suspected COVID-19 rebound, there is currently no
evidence that additional treatments with nirmatrelvir;ritonavir or other

anti-SARS-CoV-2 therapies are needed treatment courses of nirmatrelvir;ritonavir
« Early treatment with nirmatrelvir;ritonavir is recommended for mild-to- * There are insufficient data available on the efficacy of
moderate COVID-19 in individuals at high risk for progression to administering a second course of nirmatrelvir;ritonavir

severe disease

* Regardless of prior treatment with an antiviral agent and/or previous
isolation following initial infection, individuals experiencing COVID-19
rebound should adhere to CDC recommendations regarding isolation of
infected patients

* Individuals experiencing a resurgence of COVID-19 symptoms or a new
positive COVID-19 test after a previous negative test should restart
isolation for a minimum of 5 days

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.


https://emergency.cdc.gov/han/2022/han00467.asp
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ritonavir-boosted-nirmatrelvir--paxlovid-/#:%7E:text=Viral%20rebound%20and%20the%20recurrence%20of%20COVID%2D19%20symptoms%20can,treatment%20with%20ritonavir%2Dboosted%20nirmatrelvir.&text=The%20EPIC%2DHR%20trial%20demonstrated,progressing%20to%20severe%20COVID%2D19

Real World Effectiveness — Published US Data;
Pfizer-Sponsored Pre-Print Data as of Dec 12, 2022

[l

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

System
Dryden-Peterson S, et al. Annals of Internal
Medicine 2022. doi/10.7326/M22-2141.

Oral Nirmatrelvir and Ritonavir in

Nonhospitalized Vaccinated Patients
With Coronavirus Disease 2019
(COVID-19)

Ganatra S, et al. Clin Infect Dis. 2022;
doi:10.1093/cid/ciac673.

COVID-19 Therapeutics and OQutcomes
Among Solid Organ Transplant
Recipients During the Omicron BA.1 Era
Hedvat J, et al. Am J Transplant. 2022;
doi:10.1111/ajt.17140.

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

Malden DE, et al. MMWR Morb Mortal Wkly
Rep. 2022;71:830-833

Effectiveness of Nirmatrelvir-Ritonavir

Against Hospital Admission: A Matched
Cohort Study in a Large US Healthcare
System

Lewnard JA, et al. medRXxiv. 2022; doi:
10.1101/2022.10.02.22280623.

Health system across
Massachusetts and
New Hampshire

January 1 to May 15,
2022

Non-hospitalized patients
250 yrs old with COVID-19
(N=30,322)

6036 patients were
prescribed nirmatrelvir-
ritonavir

TriNetX research
network

December 1, 2021 to
April 18, 2022

Non-hospitalized,
vaccinated patients =218
years old with COVID-19
(N=2,260)

1130 received nirmatrelvir-
ritonavir

New York-
Presbyterian Hospital
health system

December 16, 2021 to
January 19, 2022

Solid organ transplant
patients with asymptomatic,
mild, or moderate COVID-
19 (N=154; Range of age =
37 - 68 years)

Kaiser Permanente
Southern California
healthcare system

December 31, 2021 to
May 26, 2022

Non-hospitalized patients
212 years old who received
nirmatrelvir-ritonavir
(N=5,287)

Kaiser Permanente
Southern California
healthcare system

December 31, 2021 to
July 29, 2022

Non-hospitalized patients
212 years old with COVID-
19 (N=25,039)

4329 individuals received
nirmatrelvir-ritonavir

Paxlovid Associated with Decreased

Hospitalization Rate Among Adults
with COVID-19 — United States
April-September 2022

Shah MM, et al. MMWR Morb Mortal Wkly
Rep. 2022;71(48):1531-1537.

Tolerance and Clinical Outcomes of

COVID-19 Antiviral Therapy in Long-
Term Care Residents

Vuppalanchi S, et al. J Am Geriatr Soc.
2022;70(10):3033-3035.

Comparable Outcomes for
Bebtelovimab and Ritonavir-Boosted

Nirmatrelvir Treatment in High-Risk
Patients With Coronavirus Disease-
2019 During Severe Acute
Respiratory Syndrome Coronavirus 2
BA.2 Omicron Epoch

Razonable RR, et al. J Infect Dis.
2022;226:1683-1687.

Real-World Effectiveness of

Nirmatrelvir/Ritonavir in Preventing
Hospitalization Among Patients With
COVID-19 at High Risk for Severe

Disease in the United States: A
Nationwide Population-Based Cohort
Study

Zhou X, et al. medRxiv. 2022;
doi:10.1101/2022.09.13.22279908.

Cosmos data set

Patients with COVID-19 aged

containing >18 years (N=699,848)
information from

U.S. health 198,927 (28.4%) were
systems prescribed nirmatrelvir-
April 1 to August ritonavir within 5 days of
31, 2022 COVID-19 diagnosis

26 long-term Long-term care facility

care facilities in
Indiana

January 5 to

February 18,
2022

residents with COVID-19 who
were eligible for oral antiviral
therapy (N=125)

Residents' ages ranged from
46 to 99 yrs (median = 81 yrs)
and 85% were aged =65 yrs

Mayo Clinic
healthcare
delivery network
in the U.S.

March 20 to
June 14, 2022

High-risk patients aged 218
years with mild-to-moderate
COVID-19 (N=3,607)

774 received nirmatrelvir-
ritonavir

US Optum
COVID-19
Electronic
Health Record
dataset

December 22,
2021 to June 8,
2022

Patients 212 years old with a
positive SARS-CoV-2 test or
COVID-19 diagnosis who did
(n=2808) or did not
(n=10,849) receive
nirmatrelvir-ritonavir (after
propensity score matching)



https://www.medrxiv.org/content/10.1101/2022.06.14.22276393v2
https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciac673/6672670
https://onlinelibrary.wiley.com/doi/10.1111/ajt.17140
https://www.cdc.gov/mmwr/volumes/71/wr/mm7125e2.htm
https://www.medrxiv.org/content/10.1101/2022.10.02.22280623v1
https://www.cdc.gov/mmwr/volumes/71/wr/mm7148e2.htm?s_cid=mm7148e2_w
https://agsjournals.onlinelibrary.wiley.com/doi/10.1111/jgs.17940
https://academic.oup.com/jid/article/226/10/1683/6702534
https://www.medrxiv.org/content/10.1101/2022.09.13.22279908v1

Retrospective Study of the Effectiveness of Nirmatrelvir-Ritonavir Against Hospitalization in
adult COVID-19 patients

Nirmatrelvir-ritonavir was associated with a 51% lower hospitalization rate in adult COVID-19 patients

O

@ Population Findings

» Non-hospitalized adults with COVID-19 aged Hospitalization in patients who did or did not receive
>50 years or 218 years with an underlying health + 5229 (0.75%) persons were hospitalized. Of these: nirmatrelvir-ritonavir treatment
condition (N=699,848), of whom: + 3311 (63.3%) of hospitalizations occurred
, . - 0.86
) :n?;/(c):t?()a: documentation of previous among persons aged 265 years - 1 (n=4299)
- 68.8% of patients were confirmed to have * 930 (17.8%) received nirmatrelvir-ritonavir g 08
received 22 COVID-19 mRNA vaccine LUl LIS NS CEYS ENLET CIEgNeS I 047
* 92.4% had 21 underlying condition » 211 deaths were reported (0.01% vs 0.04% e (1=930)
. 28.4% (198,927) of eligible patients received a Al I [PENENS D €l WS elel et EERvE 8 04
) S . oy s nirmatrelvir-ritonavir)
nirmatrelvir-ritonavir prescription within 5 days of . o _ . _ . 8
a COVID-19 diagnosis » Nirmatrelvir-ritonavir receipt was associated with a & 02
lower rate of all-cause hospitalization (aHR, 0.49; 95% EL‘G
@ Studv desi Cl, 0.46-0.53) and ARI-associated hospitalization (aHR, 0
- ucy design - 0.48; 95% Cl, 0.45-0.51) Received Did not receive
* Large retrospective study of Cosmos, an electronic nirmatrelvir-ritonavir nirmatrelvir-ritonavir
health record data set in the US of infections
diagnosed between April 1 — August 31, 2022 ,
(different Omicron variants in circulation) Author conclusions
* Primary outhme was to assess the a.ssociatioln * Among U.S. adults diagnosed with COVID-19, including those with previous infection or vaccination,
petwegn receiving a pres.crlptllon for nirmatrelvir- patients who were prescribed nirmatrelvir-ritonavir within five days of diagnosis had a 51% lower
ritonavir and hospitalization with a COVID-19 hospitalization rate within 30 days after diagnosis than those who were not prescribed nirmatrelvir-ritonavir

diagnosis in the following 30 days

aHR, adjusted hazard ratio; ARI, acute respiratory iliness; Cl, confidence interval; mRNA, messenger ribonucleic acid.
Shah MM, et al. Morb Mortal Wkly Rep. 2022;71:1531-7.

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Pfizer Medical Portal for Online Educational Resources

https://pfizermedical.pfizerpro.com/infectious-disease

Select the therapeutic area

Infectious Disease WV

Pfizer Medical \

Welcome to Pfizer Medical

A central location to access
educational, clinical, and scientific
, information, and resources P s
%' designed to foster the exchange of B
AR . orm o . - f-“""'/
scientific information =

—

—

Access educational, clinical, and scientific information and
resources designed to foster the exchange of scientific
information about Pfizer's medicines, vaccines, and
therapeutic areas of interest with healthcare
professionals.

N
PSR

Pfizer. Pfizer Medical. Available at: https://pfizermedical.pfizerpro.com/infectious-disease. (Accessed December 2022).

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.


https://pfizermedical.pfizerpro.com/infectious-disease
https://pfizermedical.pfizerpro.com/infectious-disease

Summary

1. Patients are at high risk for progression to severe illness, which includes hospitalization or death, if 2 50 years of age,
have certain underlying medical conditions, or belong to certain racial and ethnic minority groups.

2. PAXLOVID is authorized for the treatment of mild-to-moderate COVID-19 in adult and pediatric patients (12 years of age
and older weighing at least 88 pounds) who are at high risk for progression to severe COVID-19, including
hospitalization or death

3. Additionally to significantly reduced COVID-19—-related hospitalizations and all-cause mortality, treatment with PAXLOVID
was associated with reduced COVID-19-related healthcare utilization compared to placebo in unvaccinated patients
at high risk of progression to severe COVID-19; and with improvement in time to symptom alleviation and resolution

4. RWE supports the efficacy and safety of PAXLOVID in patients who are at high risk, irrespective of vaccination status

5. Useful resources to help manage drug interactions with PAXLOVID include the Fact Sheet for Healthcare Providers; the
PAXLOVID Medical Information Page, which includes a drug interaction tool; the Potentially Significant Drug Interactions,
Including Contraindicated Drugs Resource; NIH Guideline on Drug-Drug Interactions Between Ritonavir-Boosted
Nirmatrelvir (Paxlovid) and Concomitant Medications; and The University of Liverpool COVID-19 Drug Interactions website

Links to sites outside of Pfizer are provided as a resource to the viewer. This third-party website is neither owned nor controlled by Pfizer, and Pfizer does not endorse and is not responsible for the content or services of the site. The
information made available through the link relates only to known or suspected effects of interacting medications, and is based on relevant data in the public domain. Healthcare providers must exercise their own judgment. The nature of drug
interaction information is that it is constantly evolving because of ongoing research and clinical experience and is often subject to interpretation. No clinical advice is given or implied and healthcare providers must exercise their own
Jjudgement in relation to the risks and benefits of combining medications, which depend on factors beyond pharmacokinetic interactions between two medications. Pfizer shall have no liability to any person or entity with regard to claims, loss,
or damage caused, or alleged to be caused, directly or indirectly, by the use of other resources.

@P zer Nirmatrelvir; ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.


https://labeling.pfizer.com/ShowLabeling.aspx?id=16474
https://www.pfizermedicalinformation.com/en-us/paxlovid
https://www.pfizermedicalinformation.com/en-us/drug-interaction-checker?product=PAXLOVID%E2%84%A2+%7C+nirmatrelvir+tablets%3B+ritonavir+tablets
https://pfizermedical.pfizerpro.com/api/vc/en/medical/assets/5773bb0d-ab2b-40bb-8988-be557bd70923/Potentially%20Significant%20Drug%20%20Interactions%20Including%20Contraindicated%20Drugs.pdf
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ritonavir-boosted-nirmatrelvir--paxlovid-/paxlovid-drug-drug-interactions/
https://www.covid19-druginteractions.org/checker

Thank You

Q&A

@P zer Nirmatrelvir;ritonavir is an investigational treatment and has not been approved or licensed by the U.S. Food and Drug Administration (FDA), but has been authorized for
Medical Affairs emergency use by FDA under an Emergency Use Authorization (EUA). It has not been found safe or effective for any use. All data are preliminary and subject to change.



Case Scenarios




To Prescribe or Not to
Prescribe (Scenario 1)

« 54-year-old female, BMI 36

* h/o hypercholesterolemia and diet-controlled diabetes
mellitus — on atorvastatin

» Feels a little fatigued with a mild sore throat for the last
day or so - COVID positive (tested at home)




To Prescribe or Not to
Prescribe (Scenario 2)

« 68-year-old male with HTN, diabetes, atrial fibrillation,
and chronic kidney disease...... estimated CrCl = 36

* Meds: Metformin, Furosemide, Amiodarone, Losartan
» Rapid Covid antigen test positive
« 3 days of low-grade fever, sore throat and cough

« Vaccinated, boosted x 3, and just received bivalent
covid booster about a week ago



To Prescribe or Not to
Prescribe (Scenario 3)

« 52 y/o male with HTN, history of lung transplant for
pulmonary fibrosis Medications include tacrolimus

» Vaccinated and boosted x 3 (received covalent
booster), received most recent dose of Evusheld 60
days ago

« Has had 2 days of sore throat, low grade fever,
runny nose. Covid antigen test +




Q&A and Discussion




Recurring Stakeholder Meetings

« Office Call Session: HHS/ASPR Distribution and Administration of COVID-19 Therapeutics
o Wednesdays (3:30-4:00PM ET); Next Session — January 11
- Stakeholder Meeting: State/Territorial Health Officials + Nat’l Heath Care & Med Orgs/Associations
 Wednesdays (2:00-3:00PM ET); Next Meeting — January 11
- Stakeholder Meeting: Federal Retail Pharmacy Therapeutics Program (FRPTP) Participants
o Monthly on Tuesdays (12:00-12:30PM ET); Next Session — January 17
 Federal COVID-19 Therapeutics Clinical Rounds
o Every other Friday (12:00-1:00PM ET); Next Session — January 20
« Office Call Session: Health Partner Ordering Portal (HPOP)
o Every three weeks/Thursday (4:00-5:00PM ET); Next Session — January 26

Weekly Engagement Opportunities with Federal Team
Questions? Email: COVID19Therapeutics@hhs.gov




U.S. Department of Health and Human Services

Administration for Strategic
Preparedness & Response

THANK YOU

Email:
COVID19Therapeutics@hhs.gov

Website:
aspr.hhs.gov

Unclassified/For Public Distribution


mailto:COVID19Therapeutics@hhs.gov
https://aspr.hhs.gov/Pages/Home.aspx

COVID-19 Therapeutics Resources




Updated Resources: Clinical Decision Aid

DEC 2022

= Consider one of the following therapeutics, if clinically appropriate and feasible':
C OVI D -1 9 0 u t pat I e nt Paxlovid? within 5 days of symptom onset if patient does not have severe renal impairment
T h era pe u t i CcS (eGFR <30mL/min) OR severe hepatic impairment (Child-Pugh Class C)

2 ' b . eGFR 2 60mL/min: 300 mg nirmatrelvir taken with 100 mg ritonavir twice daily for 5 days
Cllnlcal DECISIO“ Ald fOI' AQES 12+ yeaFS eGFR 2 30mL/min to < 60 mL/min: 150 mg nirmatrelvir taken together with 100 mg ritonavir
twice daily for 5 days
Evaluate concomitant use of CYP3A inducers and medications with high dependency on

Adult or pediatric patients (ages 12 and older* weighing at
least 40 kg) with mild to moderate COVID-19 and at high CYP3A for clearance as these may be contraindicated?3
risk for progression to severe disease OR

= A irement does not for Vel desivi
I e e Veklury (remdesivir)* 200 mg IV x 1 dose on Day 1, 100 mg IV x 1 on Days 2-3 begun within 7

days of symptom onset if patient does not have severe renal impairment (eGFR <30mL/min)

(|5 the patient hospitalized Symptom Prescribers must review and comply with the mandatory requirements outlined in the Paxlovid
due to severe COVID-19? Oqieet;‘gt;tm EUAZ or the Veklury Prescribing Information®.
+ Examples of severe 57 days?

COVID-19 symptoms
include SpO2 < 94%,
respiratory failure, sepsis,
and/or multiple organ
dysfunction’

If Paxlovid and Veklury (remdesivir) are not available, feasible or
clinically appropriate, consider one the following alternative therapies.

J | |

Lagevrio (molnupiravir)®, if age 18 or over and not pregnant (if applicable). 800 mg by mouth
every 12h for 5 days begun within 5 days of symptom onset.

+ Lagevrio (molnupiravir)® is not authornized for initiation of treatment in patients hospitalized due

Treatment of
Ssmdnil to COVID19. aspr.hhs.gov/COVID-
o management . Prescribelrs rr_lusl review and comply with the mandatory requirements outlined in the Lagevrio 1 9 /Thera DeutiCS / DOCU ments /
per NIH! & (molnupiravir) EUAS -
CDC® Guidelines COVID-Therapeutics-
COVID-19 convalescent plasma’ with high titers of anti-SARS-CoV-2 antibodies, can also be . . .
considered for the treatment of COVID-19 in certain patients with immunosuppressive disease or DeC|S|On'A|d . Ddf
receiving immunosuppressive treatment.
References:
1 MIH COVID-18 Trestment Guidelines Therapeutic Mar of Nonhospitali Adults With COVID-18. https:iwaw.covid idedi nih.gowitt i apies-for-high-rizk: italized-patients!
2 Paxlovid E.U.A. hn:ps:.f.’wm!da. ! i 155.94]5.1" i ) ) S ] By - ) ) . ) ’ s E. ;P_‘.-a“"""'g“
:SL:I::?VID;ID'Tr??"nm'qu'dfllgnerri\:;;-‘:.h':p?mwigilﬁ M “lrEM. Paxlovid). rmp.u\mwcm:c:u e h.govitherap Py P .= ASPR
5 Lagevrio EUA. hitps:/fwww._fda. i3/ 155054 Page 10f 2 % C o i S i
6 CDC Covid-10 Website . https:/iwww.cdc. g irusi2010-r himl '&’n«, ?

T Fact Sheet for Health Care Providers: ELA of COVID-18 Convalescent Plasma for Treatment of COVID-19. https:fwww fda.gowmedia/141478/downlcad
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https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/COVID-Therapeutics-Decision-Aid.pdf

Updated Resource: Clinical Decision Aid (pg 2/2)

DEC 2022

COVID-19 Outpatient Therapeutics

Clinical Decision Aid: Pediatric patients 28 days of age and older weighing 3 kg to less
than 40 kg with mild to moderate COVID-19 and at high risk for progression to severe disease

r
Symptom onset Pediatric patient (28 days of age and Consider Veklury (remdesivir)*! begun ASAP within
within the past & older and weighing 3 kg to less than 7 days of symptom onset
7 days? 40 kg) with severe renal impairment ke ) o
. (eGFR <30 mL/min) Pediatric patients weighing at least 3 kg to less than
40 kg: 5 mg/kg IV on Day 1, 2.5 mg/kg on Days 2—3
ediatric patients weighin or greater:
J J Pediatric pati ighing 40 kg or g
200 mg IV x 1 dose on Day 1, 100 mg IV x 1 on Days 2-3
*Use 100 mg lyophilized vial for EUA pediatric use
N Treatment of symptoms, management
. per NIH2 & CDC3 Guidelines
Reference: e 2
Weklury Prescribing Information https:/fwww_gilead com/-/media/file: medicines/covi veklury/veklury _pi :‘
;;!HKICOVPID-W?Freatmf:m Glhidell.i.:SS iherapgelutideanz:;ern:n?l:If Fz%f;pit;izedidulg‘;?:h Ckllj\l:"l‘ljl’}:: ztpps:mw.coviﬂ‘ i lidelines. nih.gov/th L th ies-for-high-risk-nonhospitalized-patients/ 5 _/ %SPR
3CDC Covid-19 Website . hitps:/fwww.cdc.g irUS/2019 ntmi RopnZals W, i . o

aspr.hhs.gov/COVID-19/Therapeutics/Documents/COVID-Therapeutics-Decision-Aid.pdf



https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/COVID-Therapeutics-Decision-Aid.pdf

NEW!: Bebtelovimab not currently authorized for emergency use
in U.S.

Nov. 30, 2022 - U.S. Food and Drug Administration announced bebtelovimab not currently authorized for
emergency use in U.S.; it is not expected to neutralize Omicron subvariants BQ.1 and BQ.1.1., according to
data included in the Health Care Provider Fact Sheet.

Given the likelihood that infection is likely to be caused by a non-susceptible variant, and consistent with the
terms and conditions of the Letter of Authorization, bebtelovimab is not currently authorized for
emergency use in any U.S. region at this time.

Eli Lilly and its authorized distributors have paused commercial distribution of bebtelovimab until further notice
by the Agency. Additionally, the Administration for Strategic Preparedness and Response (ASPR) has paused
the fulfillment of any pending requests under its Bebtelovimab Product Replacement Initiative.

The U.S. Government recommends all product be retained in the event that SARS-CoV-2 variants susceptible
to bebtelovimab, which are currently circulating at lower prevalence, become more prevalent in the future in
the United States. Retained product must be appropriately held in accordance with storage conditions detailed
in the authorized Fact Sheet for Health Care Providers and the Letter of Authorization for bebtelovimab.

Reporting cadence for bebtelovimab is now weekly on Thursdays by 11:59 PM.



https://www.fda.gov/media/156152/download
https://www.fda.gov/media/156151/download
https://www.fda.gov/media/156152/download
https://www.fda.gov/media/156151/download

Tools to Assist in COVID-19 Outpatient Therapeutic Selection

As variant prevalence changes and new therapeutics become available, there are tools and resources available to
assist in clinical decision-making for prescribers.

» Clinical Decision Aid: https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/COVID-Therapeutics-Decision-Aid.pdf

» Side-by-Side Overview of Outpatient Therapeutics: https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/side-by-side-
overview.pdf

* NIH Therapeutic Management of Nonhospitalized Adults With COVID-19:

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

« NIH COVID-19 Treatment Guidelines Homepage: https://www.covid19treatmentguidelines.nih.gov/therapies/
o NIH’s COVID-19 Treatment Guidelines /\What's new: https://www.covid19treatmentguidelines.nih.gov/about-the-guidelines/whats-new/

o CDC Underlying Medical Conditions Associated with Higher Risk for Severe COVID-19: Information for Healthcare Professionals:
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html

« CDC COVID Data Tracker:

o The CDC monitors and publishes variant information on the CDC Covid-19 Data Tracker
(https://covid.cdc.gov/covid-data-tracker/#variant-proportions)

o Information on variants of concern are updated in Section 15 of FDA fact sheets.
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https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/COVID-Therapeutics-Decision-Aid.pdf
https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/side-by-side-overview.pdf
https://www.covid19treatmentguidelines.nih.gov/management/clinical-management/nonhospitalized-adults--therapeutic-management/
https://www.covid19treatmentguidelines.nih.gov/therapies/
https://www.covid19treatmentguidelines.nih.gov/about-the-guidelines/whats-new/
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html
https://covid.cdc.gov/covid-data-tracker/#variant-proportions)
https://covid.cdc.gov/covid-data-tracker/#variant-proportions

COVID-19 Convalescent Plasma (CCP) Resources

Emergency Use Authorization of COVID-19 Convalescent Plasma
https://www.fda.gov/media/141478/download

Implementation of an Outpatient Covid-19 Convalescent Plasma Administration Program
https://onlinelibrary.wiley.com/doi/full/10.1111/trf.16871

Early Outpatient Treatment for COVID-19 with Convalescent Plasma- NEJM
https://www.nejm.org/doi/full/10.1056/NEJMo0a2119657

New COVID-19 Treatments Add-On Payment (NCTAP) | CMS

https://www.cms.gov/medicare/covid-19/new-covid-19-treatments-add-payment-nctap
o ICD-10-PCS Code: XW13325, XW14325 (Only applies to inpatient use)

Addendum A and Addendum B Updates | CMS

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/HospitalOutpatientPPS/Addendum-A-and-Addendum-B-Updates

o APC Code: 9540 / HCPCS Code: C9507 (Only applies to outpatient use)



https://www.fda.gov/media/141478/download
https://onlinelibrary.wiley.com/doi/full/10.1111/trf.16871
https://www.nejm.org/doi/full/10.1056/NEJMoa2119657
https://www.cms.gov/medicare/covid-19/new-covid-19-treatments-add-payment-nctap
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Addendum-A-and-Addendum-B-Updates

COVID-19 Convalescent Plasma EUA

FDA issued an EUA to permit the emergency use of the unapproved product, COVID-19
convalescent plasma with high titers of anti-SARS-CoV-2 antibodies, for the treatment of
COVID-19 in patients with immunosuppressive disease or receiving immunosuppressive
treatment, in either the outpatient or inpatient setting.

Given that the clinical evidence in patients with immunosuppressive disease or receiving
immunosuppressive treatment remains limited, data from additional randomized, controlled

trials are needed.

COVID-19 convalescent plasma is not authorized to treat immunocompetent patients with
COVID-19

FDA has authorized other treatments for emergency use for the treatment of COVID-19 in adults
and pediatric patients in the outpatient setting. These products have more consistently
demonstrated clinical benefit in this population, and do not carry some of the risks associated
with transfusion of blood components.




Reminder: Evusheld Fact Sheet Update (variant data)

Lineage
with Spike
Protein
Substitution

Country
First
Identified

WHO
Nomenclature

Key Substitutions Tested

Fold Reduction in
Susceptibility*
(Pseudotyped

VLPst)

Fold Reduction in
Susceptibility*
(Authentic virus?)

BN.1

Multiple
country origin

Omicron (BN.1)

G339D+R346T+K356T+
S371F+S373P+S375F+
D405N+ R408S+
K417N+N440K+G446S5+
N4B0K+S477N+T478K+
E484A+F490S+
Q493R+Q498R+Y505H

68-fold

ND

BQ.1

Nigeria

Omicron (BQ.1)

BA.5+K444T+N460K

>2000-fold®

ND

BQ.1.1

Multiple
country origin

Omicron (BQ.1.1)

BA.5+R346T+K444T+
N460K

>2000-fold®

ND

XBB

Multiple
country origin

Omicron (XBB)

G339H+R346T+L3681+
S371F+S373P+S375F+
T376A+D405N+R4085+
K417N+N440K+V445P+
G446S+N460K+S477N+
T478K+ E484A+F4865+
F4805+Q498R+N501Y+
Y505H

>1400-fold®

ND

BA.2

Multiple
country origin

Omicron (BA.2)

G339D+S371F+S373P+

S375F+T376A+D405N+

R408S+K417N+N440K+

S47TN+T478K+E484A+

Q493R+Q498R+N501Y+
Y505H

No Change$

5.4-fold

BA.2.75

India

Omicron
(BA.2.75)

G339H+S371F+S373P+
S375F+T376A+D405N+
RA08S+K417N+N440K+
G446S+N4BOK+S4TTN+
T478K+E4B4A+Q498R+
N5Q1Y+ Y505H

2.4- to 15-fold

ND

BF.11

Multiple
country origin

Omicron (BF.11)

G339D+R346T+S371F+
S373P+ S375F+T376A+
D405N+R408S+K417N+
N440K+L452R+S477N+
T478K+E484A+F486V+
Q498R+N501Y+Y505H

>500-fold

ND

BA.5.2.6

Multiple
country origin

Omicron
(BA.5.2.6)

G339D+R346T+S371F+
S373P+S375F+T376A+
D405N+R408S+K417N+
N440K+L452R+S477N+
T478K+E484A+F486V+
Q498R+N501Y+Y505H

>500-fold

ND

BF.7

United

States/Belgium

Omicron (BF.7)

BA.4+R346T

>5000-fold®

ND

« Evusheld ~93% projected resistance nationally
» Breakthrough infections are possible, advise patients to
have a treatment plan in place and to seek timely
medical attention if symptoms occur
o This is important messaging to_both patients that
received Evusheld previously and patients getting
first dose

* NIH Guidelines update (Dec 1) notes the prevalence of Omicron

subvariants that are resistant to Evusheld is rapidly increasing.

However, Evusheld is the only agent FDA authorized for SARS-

CoV-2 PrEP in people who are not expected to mount an
adequate immune response to COVID-19 vaccination or those
with contraindications for COVID-19 vaccines. Therefore, the

Panel continues to recommend the use of tixagevimab plus

cilgavimab as PrEP for eligible individuals. This
recommendation may change if the prevalence of resistant
subvariants increases.

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

ASPR

63



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

Correction: Additional Shelf-Life Extension for Evusheld

December 5, 2022 — FDA authorized an additional extension to the shelf-life from 18 or 24
months to 30 months for all lots of Evusheld (tixagevimab co-packaged with cilgavimab)

« As a result of this extension to all Evusheld product, there are currently no expired
Evusheld lots and therefore no returns or on-site destruction of uncompromised product
Is allowable.

This extension applies to all unopened vials of Evusheld that have been held in accordance
with storage conditions detailed in the authorized Fact Sheet for Health Care Providers and
the Letter of Authorization for Emergency Use Authorization (EUA) 104 for Evusheld.

Visit ASPR’s website to learn more and review the table with co-pack lot numbers, labelled

co-pack expiration dates, and the extended co-pack expiration dates.


https://www.fda.gov/media/154701/download
https://www.fda.gov/media/154704/download
https://aspr.hhs.gov/COVID-19/Therapeutics/updates/Pages/important-update-05December2022.aspx

Related Resources: Evusheld

FDA Evusheld Fact Sheet for Providers
Evusheld FDA Evusheld Fact Sheet for Patients

Prescribing Evusheld Patient, Parent and Caregiver Guide

Resources Evusheld Product Information

Additional



https://www.fda.gov/media/154701/download
https://den8dhaj6zs0e.cloudfront.net/50fd68b9-106b-4550-b5d0-12b045f8b184/6d1d5fea-2532-46e9-a1d4-1504f6dd41b2/6d1d5fea-2532-46e9-a1d4-1504f6dd41b2_pi_med_guide_rendition__c.pdf
https://www.evusheld.com/content/dam/open-digital/eua-website/en/patient/pdf/EVUSHELD_US_Patient_Info_Guide.pdf
https://www.evusheld.com/

New Resource: Lagevrio Information Sheet

U.S. Department of Health and Human Services

Administration for Strategic
Preparedness & Response

Information Sheet - Lagevrio Eligibility and Effectiveness o New Lagevrio Info rm ation S heet

» Lagevrio (molnupiravir) is an antiviral option for the treatment of mild-to-moderate COVID-19 in eligible Y Q I k f
adult patients with positive results of SARS-CoV-2 testing, at high risk for progression to severe COVID-19, u I C re e re n Ce O n e pag e
and for whom alternative COVID-19 treatment options approved or authorized by FDA are not accessible

or clinically appropriate. dOCU ment fOr health Care

» While vaccination continues to provide the best protection against COVID-19, therapies are now widely

available to help prevent serious illness in persons with mild or moderate COVID-19. p rOVI d e rS
+ There is scientific evidence that antiviral treatment of outpatients at risk for severe COVID-19 may reduce

the risk of hospitalization and death.

+ COVID-19 therapeutics should be considered for any COVID-19 patient who meets the eligibility criteria. * H Ig h I Ig htS patl e nt el Ig I b I I Ity a n d

¢ This fact sheet summarizes current information about Lagevrie eligibility and effectiveness. The FDA's

Fact Sheet for Healthcare Providers is the source of complete information on this COVID-19 therapeutic. eﬁe Ctlve n eSS I nfO rm atl O n

What is Lagevrio?

+ Lagevrio (molnupiravir) is an oral antiviral authorized for treatment of mild-moderate COVID-19 iliness.

¢+ Patients take 4 capsules twice a day for 5 days. Lagevrio should be administered as early as possible following the diagnosis

of COVID-19 and needs to be initiated within 5 days of symptom onset. 1 Info rm ation Sheet for PrOViders —

Who is eligible for Lagevrio? P I - d
¢ Lagevrio is for adults 18 years and older who are at high risk for developing serious COVID-19 disease including ax OVI
hospitalization and/or death. Lagevrio should be considered for non-hospitalized patients who meet all of the following

iteria: . .
- e;'a Test positive for SARS-CoV-2 (with PCR or antigen test, including at-home tests) ° U pd ated Ve rS I O n CO m I n g SOO n

o Have symptoms consistent with mild-to-moderate COVID-19
o Have one or more risk factors for severe COVID
o Alternative COVID-19 treatment options approved or authorized by the FDA are not accessible or clinically
appropriate.
¢ Please see the FDA Fact Sheet for Healthcare Providers for additional information on Lagevrio eligibility criteria and risks
associated with use.
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https://aspr.hhs.gov/COVID-19/Therapeutics/Products/Lagevrio/Documents/Lagevrio-Information-Sheet.pdf
https://aspr.hhs.gov/COVID-19/Therapeutics/Products/Paxlovid/Documents/paxlovid-information-sheet.pdf

Lagevrio — Recent Analysis of EHR Evidence

 Epic analysis of over 1.6 million COVID-19 cases compared patients treated
with Paxlovid or Lagevrio to those who did not receive a COVID-19 outpatient

therapeutic’
» 21,615 Lagevrio treatments and 191,848 Paxlovid patients
» 50.4 % of patients treated with Lagevrio were 65 or older
» Lagevrio is an important option for this population
* 39.1% of patients treated with Paxlovid were 65 or older

» Significant reduction in rates of hospitalization (1.86% vs. 3%) and death (0.2% vs
0.42%) in patients age 65 and older treated with Lagevrio compared to those not
treated with Lagevrio or Paxlovid

» Improvements across age groups, most significant in age 65+

Thttps://epicresearch.org/articles/lagevrio-significantly-reduces-covid-19-hospitalization-and-death



https://epicresearch.org/articles/lagevrio-significantly-reduces-covid-19-hospitalization-and-death

Related Resources: Lagevrio (molnupiravir)

FDA Lagevrio Fact Sheet for Providers

Additional
Lagevrio
Prescribing
Resources

FDA Lagevrio Fact Sheet for Patients

NIH COVID-19 Treatment Guidelines — Lagevrio (molnupiravir)

Lagevrio (molnupiravir) Product Information



https://www.fda.gov/media/155054/download
https://www.fda.gov/media/155055/download
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/molnupiravir/
https://www.lagevrio.com/patients/

Reminder: Paxlovid Access

 November 14, 2022 - In our continued efforts to increase oral antiviral dispensing in vulnerable
areas, an extension of the enhanced distribution initiative was launched to pre-position
Paxlovid at new sites, with a focus on areas of higher 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 to better prepare for
winter cases

o Emails were sent to nearly 50,000 provider sites to invite a one-time distribution request of
20 courses of Paxlovid

» Targeted outreach to sites in counties/parishes with higher SVI or sites with no
previous dispensing

= Emails were sent Monday, November 14

» Paxlovid supply used for this effort is separate from jurisdictional thresholds
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Paxlovid (nirmatrelvir and ritonavir) Effectiveness

Real-world studies have consistently demonstrated that Paxlovid is effective in preventing
hospitalizations and deaths.

« Study of 2,504 patients over 65 treated with Paxlovid in Israel (Arbel et al. 2022).
o 67% reduction in hospitalizations and 81% reduction in deaths compared to the untreated.

« Study of 6,036 patients over 50 treated with Paxlovid in MA (Dryden-Peterson et al. 2022).
o 45% reduction in hospitalization and greater reductions for obese or unvaccinated patients.

« Study of 5,663 adult outpatients treated with Paxlovid during a BA.2 wave in Hong Kong (Wong

et al. 2022).
o 31% reduction in hospitalization and 75% reduction in death compared to non-users.

« Study of 890 adult inpatients treated with Paxlovid during a BA.2 wave in Hong Kong (Wong et
al. 2022).

o 43% reduction in disease progression and 66% reduction in death compared to non-users.



https://www.researchsquare.com/article/rs-1705061/v1
https://www.medrxiv.org/content/10.1101/2022.06.14.22276393v2
https://www.medrxiv.org/content/10.1101/2022.05.26.22275631v1
https://www.medrxiv.org/content/10.1101/2022.05.19.22275291v2

CDC Health Advisory
COVID-19 Rebound After Paxlovid Treatment

« 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-19 or “COVID-19 rebound.”

« 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.

« 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 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.

« Limited information currently available from case reports suggests that persons treated with Paxlovid who
experience COVID-19 rebound have had mild iliness; 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

Related Resources: Paxlovid

New! HHS Information Sheet for Providers — Paxlovid

« FDA Paxlovid Patient Eligibility Screening Checklist for Providers

* University of Liverpool COVID-19 Druqg Interactions

.. « FDA PAXLOVID Patient Eligibility Screening Checklist Tool for
Additional Prescribers

Paxlovid

Prescribing
Resou rces « NIH COVID-19 Treatment Guidelines - Ritonavir-Boosted Nirmatrelvir

(Paxlovid)

+ Pfizer

« CDC/IDSA COVID-19 Clinician Call: All About Paxlovid; Plus Variants
Update

Paxlovid Potential Drug-Druq Interactions Resource (Pfizer)



https://aspr.hhs.gov/COVID-19/Therapeutics/Products/Paxlovid/Documents/paxlovid-information-sheet.pdf
https://www.fda.gov/media/158165/download
https://www.fda.gov/media/158165/download
https://www.paxlovid.com/resources
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ritonavir-boosted-nirmatrelvir--paxlovid-/
https://www.idsociety.org/multimedia/clinician-calls/cdcidsa-covid-19-clinician-call-all-about-paxlovid-plus-variants-update/
https://www.fda.gov/media/158165/download

Veklury (remdesivir) Product Information

 Prescribing Information & FDA Fact Sheets

o Veklury (remdesivir) Prescribing Information: https://www.gilead.com/-/media/files/pdfs/medicines/covid-
19/veklury/veklury pi.pdf

o Veklury Patient Information: https://www.gilead.com/-/media/files/pdfs/medicines/covid-
19/veklury/veklury patient_pi.pdf

 Manufacturer’'s Resources:

o Website for Healthcare Providers: https://www.vekluryhcp.com/
o Website for Patients: https://www.veklury.com/

« Safety Reporting:

o FDA MedWatch: https://www.accessdata.fda.gov/scripts/medwatch/index.cfm

o Safety Reporting Email: Safety fc@gilead.com



https://www.gilead.com/-/media/files/pdfs/medicines/covid-19/veklury/veklury_pi.pdf
https://www.gilead.com/-/media/files/pdfs/medicines/covid-19/veklury/veklury_patient_pi.pdf
https://www.vekluryhcp.com/
https://www.veklury.com/
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm
mailto:Safety_fc@gilead.com

Veklury (remdesivir) — Outpatient Use

 FDA approved expanded use of Veklury (remdesivir) to certain non-hospitalized adults and
pediatric patients for treatment of mild-to-moderate COVID-19 disease (Jan 21, 2022), including:

o Adults and pediatric patients 28 days of age and older and weighing at least 3 kg with positive results of
direct SARS-CoV-2 viral testing, AND

o Who are not hospitalized and have mild-to-moderate COVID-19 and are at high risk for progression to
severe COVID-19, including hospitalization or death

« Veklury (remdesivir) should be initiated as soon as possible and within 7 days of symptom onset.

o recommended total duration of treatment for non-hospitalized patients is 3 days

« Sites are encouraged to offer outpatient Veklury, especially in collaboration with tertiary
centers treating patients (e.g., transplant centers, oncology, etc) or other patients for
whom Paxlovid may not be clinically appropriate (including vulnerable pediatric patients)

FDA Takes Actions to Expand Use of Treatment for Outpatients with Mild-to-Moderate COVID-19: https://www.fda.gov/news-events/press-announcements/fda-takes-
actions-expand-use-treatment-outpatients-mild-moderate-covid-19

Veklury (remdesivir) Prescribing Information: https://www.gilead.com/-/media/files/pdfs/medicines/COVID-19/veklury/veklury pi.pdf
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https://www.fda.gov/news-events/press-announcements/fda-takes-actions-expand-use-treatment-outpatients-mild-moderate-covid-19
https://www.gilead.com/-/media/files/pdfs/medicines/COVID-19/veklury/veklury_pi.pdf
https://www.fda.gov/news-events/press-announcements/fda-takes-actions-expand-use-treatment-outpatients-mild-moderate-covid-19

Veklury (remdesivir) Supply Overview

Gilead has been meeting real-time global demand for Veklury since October 2020.

Gilead fully anticipates an ability to continue to meet patient demand for Veklury in both
hospital and non-hospital settings.

The Veklury non-hospital distribution network now includes both AmerisourceBergen
Specialty Division and Cardinal Specialty.

« Non-hospital entities that can attest to the proper administration of Veklury in accordance with the
label can order Veklury for outpatient use.

* Veklury is not available in retail pharmacies.

Hospitals should continue ordering Veklury through AmerisourceBergen Specialty Division,
Cardinal Specialty, and McKesson Plasma & Biologics.




Related Resources: Veklury (remdesivir)

* Prescribing Information & FDA Fact Sheets
o Veklury (remdesivir) Prescribing Information
o Veklury Patient Information

Additi  Manufacturer’s Resources:
|t|onal o Website for Healthcare Providers
Veklury o Website for Patients
(remdesivir) o Veklury Product Information
Prescrlblng « Additional Resources:
Resources o NIH’s COVID-19 Treatment Guidelines Therapeutic Management

of Nonhospitalized Adults With COVID-19
o FDA MedWatch
o Safety Reporting Email



https://www.gilead.com/-/media/files/pdfs/medicines/covid-19/veklury/veklury_pi.pdf
https://www.gilead.com/-/media/files/pdfs/medicines/covid-19/veklury/veklury_patient_pi.pdf
https://www.vekluryhcp.com/
https://www.veklury.com/
https://www.vekluryhcp.com/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-therapies-for-high-risk-nonhospitalized-patients/
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm
mailto:Safety_fc@gilead.com

Related Resources: Telehealth

e Telehealth resources website

e Telehealth resources for healthcare providers

e Health equity in telehealth

Helpful

|nfo rmation o Office for the Advancement of Telehealth

and e Telehealth Resource Centers for technical assistance,
Resources webinars, and training

e Health Centers Program

Health Center Finder



https://telehealth.hhs.gov/
https://telehealth.hhs.gov/providers/
https://telehealth.hhs.gov/providers/health-equity-in-telehealth/
https://www.hrsa.gov/rural-health/topics/telehealth
https://www.hrsa.gov/rural-health/topics/telehealth/trcs
https://bphc.hrsa.gov/about-health-centers
https://findahealthcenter.hrsa.gov/

Related Resources: Long Covid

e Biden—Harris Administration Releases Two New Reports
on Long COVID to Support Patients and Further

Hel pfu | Research
Information

and
Resources e Long COVID Research, Services, And Supports: A Call To

e Addressing the Long-term Effects of COVID-19

Action

CDC Long COVID



https://www.hhs.gov/about/news/2022/08/03/biden-harris-administration-releases-two-new-reports-long-covid-support-patients-further-research.html
https://www.hhs.gov/about/news/2022/08/03/biden-harris-administration-releases-two-new-reports-long-covid-support-patients-further-research.html
https://jamanetwork.com/journals/jama/fullarticle/2795139
https://www.healthaffairs.org/content/forefront/long-covid-research-services-and-supports-call-action
https://www.covid.gov/longcovid

Related Resources

« HHS Therapeutics Homepage

 Product Expiration Date Extensions

« Test to Treat Initiative webpage and Fact Sheet

« Test to Treat Site Locator and Digital Tool Kit

Helpful

Information
and « HHS Clinical Implementation Guide

« General Therapeutics Locator

Resources « Qutpatient Therapeutics Decision Aid

 Side-by-Side Overview of Outpatient Therapeutics

« ASPR Regional Emergency Coordinators

e CMS reimbursement information for mAbs

CMS reimbursement information for oral antivirals



http://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/expiration-dating-extension#COVIDtherapeutics
https://covid-19-test-to-treat-locator-dhhs.hub.arcgis.com/
https://aspr.hhs.gov/TestToTreat/Pages/digital-toolkit.aspx
https://covid-19-therapeutics-locator-dhhs.hub.arcgis.com/
https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/USG-COVID19-Tx-Playbook.pdf
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Faspr.hhs.gov%2FCOVID-19%2FTherapeutics%2FDocuments%2FCOVID-Therapeutics-Decision-Aid.pdf&data=04%7C01%7CDeepa.Varghese%40HHS.GOV%7C6a07c15361164955895e08da01e354b4%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C637824373125064231%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=OfhUAlxs%2BYSStlI%2BAAoX511K9gf50pdvQeZKqTiLKb0%3D&reserved=0
https://www.phe.gov/emergency/events/COVID19/therapeutics/Pages/Side-by-Side-Overview-of-mAbs-Treatment.aspx
https://www.phe.gov/Preparedness/responders/rec/Pages/default.aspx
https://www.cms.gov/medicare/medicare-part-b-drug-average-sales-price/covid-19-vaccines-and-monoclonal-antibodies
https://www.cms.gov/files/document/hpms-memo-oral-antiviral-guidance.pdf

Disparities in Access to COVID-19 Treatments and Care

« Key Considerations (NIH Guidelines update Dec 1)

» The Panel recommends that health care providers, health care systems, and payers ensure equitable access to
high-quality care and treatment for all patients, regardless of race, ethnic identity, or other minoritized identity or
social status (Alll).

» Promoting equitable care for these groups must include considering the full range of medical, demographic, and
social factors that may negatively impact health outcomes.

» Supporting equitable access to high-quality care and treatment for all groups is now an imperative for all Joint
Commission-accredited health care organizations, as well as a priority for the CDC and other public health agencies.

« MMWR Oct 28: Data from 41 US healthcare systems revealed disparities in dispensing rates for ritonavir-
boosted nirmatrelvir (Paxlovid) and molnupiravir (Lagevrio)

» During the period when the use of outpatient COVID-19 medication was increasing substantially, treatment with
Paxlovid was 35.8% lower among Black/African American patients and 29.9% lower among Hispanic patients
than among White patients.

- Despite a greater number of dispensing sites higher social vulnerability neighborhoods, oral antivirals were
prescribed at a lower rate for patients with COVID-19 who were living in these areas than in lower social
vulnerability.

« Disparities may not be limited to outpatient settings. One retrospective cohort study of veterans hospitalized
with COVID-19 reported that Black veterans had lower odds of receiving COVID-19-specific treatments,
including systemic steroids, remdesivir, and immunomodulators, than White veterans.
www.ncbi.nIm.nih.gov/pubmed/36282499; covid19treatmentquidelines.nih.gov/overview/overview-of-covid-19/
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https://www.cdc.gov/mmwr/volumes/71/wr/mm7143a2.htm?s_cid=mm7143a2_w
https://www.ncbi.nlm.nih.gov/pubmed/36282499
https://www.covid19treatmentguidelines.nih.gov/overview/overview-of-covid-19/

Test to Treat: About the Program

_ _ DON'T DELAY: TEST SOON AND TREAT EARLY
e Overall goal of Test to Treat program is to increase access to | covip-19 |

COVID-19 oral therapeutics, particularly for individuals who
don’t have ready access to a health care provider

e COVID-19 treatments delivered as part of Test to Treat Program
(Paxlovid and Lagevrio) must be taken within 5 days of initial
COVID-19 symptoms.

o Helps close gap between positive COVID-19 test and receiving
treatment for those eligible

Contact your healthcare

e Builds upon existing distribution of oral antivirals we are already aprabitinlaiton e
making available at no cost to thousands of locations '

v

nationwide. ? \h, 3
e More than 2500 Test to Treat sites across country; more than \ | SN e D v
40,000 total locations with oral antivirals

¢ An individual’'s healthcare providers remain the first option for 4{"(’@:— cdc.gov/coronavirus
care; Test to Treat sites are one additional access point.
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Test to Treat Locator

 Test to Treat site locator launched on 3/30. ASPR i oo e
[ ) Identlfles a” Test to Treat program Sltes and Need help finding & placs to get medication? Call 1800232 0233 (TTY 888.720.7489)
all sites to fill an existing prescription. Get medication for COVID-19
o Increasing visibility of telehealth options on o o f}ﬁ
|Ocator_ Use the tool below to find & locati .hts*\gmforyo

Find COVID-19 Medication

 Call center also available:
1-800-232-0233 (TTY 1-888-720-7489) to get help | ©
in English, Spanish, and more than 150 other x o
languages—38 AM to 12 midnight ET, 7 days a
week. | : . mg"o

- Disability Information and Access Line (DIAL) |« .o o
also available to specifically help those with
disabilities access services.

o 1-888-677-1199, Monday to Friday

from 9AMto 8 PM ET or .
email DIAL@usaginganddisability.orq. https://covid-19-test-to-treat-locator-dhhs.hub.arcgis.com/

ASPR
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https://covid-19-test-to-treat-locator-dhhs.hub.arcgis.com/
tel:1-800-232-0233
tel:1-888-720-7489
https://acl.gov/DIAL
tel:1-888-677-1199
mailto:DIAL@usaginganddisability.org

State-Sponsored Telehealth on the Test to Treat Locator

1. States/Jurisdictions can add their state-sponsored telehealth programs to the Test to Treat locator. When a user
left-hand enters an address or zip code in a state that has a telehealth program it will appear as a third dropdown
menu on the side of the locator.

Test to Treat Locations - Nearby App - test copy (i ] Y T 2
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How to get medication 2

1. Locations to get testing, medical visits, and medication (Test-to-Treat) Sudbur ERAMINGH AN s 19
Resarvair

Some pharmacy clinics and health centers can test, prescribe and give you medication at the same  ouGH MR aNId ot @ ratick

: A ; i NEEDHAM CLARENDON
location. Additionally, some sites offer telehealth services. HILL

CORDAVILLE
WOLLAST/

HYDE

Learn more about the Test-to-Treat program. BARK

— A Qau
2. Locations to fill a prescription ®
Any healthcare provider (in-person or via telehealth) can evaluate and prescribe you COVID-19

medication just as they normally weould. You can fill these prescriptions at any location in this tool.
Additionally, some of these sites offer telehealth services. .

3. State sponsored telehealth options NOB e ey
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MILFORD 108 138

Some states have set up specific telehealth programs or partnerships to offer telehealth services 115
throughout the state.




Adding State-Sponsored Telehealth Using the Tiberius PMM Tool

States/Jurisdictions can add their state-sponsored telehealth program, to be reflected on the Test to
Treat locator, using the Tiberius Provider Metadata Management (PMM) tool. States/Jurisdictions can
also use this portal to keep their program’s information up-to-date.

TiB E RiU S 2. States/Jurisdictions need to log in to Tiberius and go to the KPI Dashboard.
CDC| ASPR H-CORE

3. Once in the KPI Dashboard, the link for Provider Metadata Management (PMM)
tool is in the upper right corner of the dashboard. Click on this link.

360-DEGREE VIEWS —

l USA Awardees | | oviders
@ g

ﬁ‘i Therapeutics KPIs  Awardee Filter Search options. [E] Provider Metadata Management

KEY DATASETS (CL|CK TO SEARCH] =¥ [E Allocations  Thresholds  Orders & Shipments  Inventory & Utilization  Reporting Quality ~ Special Programs ~ Equity All Time USG Metrics #]

& DataCatalog ¥ Data Dictionary T Filters

o Current Complete Order Threshold i} Orders this Cycle L % Current Threshold Ordered o

P 958,929 964,645 389,914 40%

plus 230,357 awaiting approval

APPLICATIONS Search

-
b ; ) AWARDEE
Tiberius Alloc” on Portal: By Time By Geography By Account
Control Pinr Search... -

Therapeutics KPI Dashboard




Using the Tiberius PMM Tool: To Add State Telehealth

4. In the PMM tool go to the “Telehealth” 4.

ta b . E1  Provider Metadata Management Edit Metadata  Link Non-Tradit

[i ] & Bulk Edit

Filter
State Telehealth Programs for COVID-19 Treatment

pro: This tool allows States/Jurisdictions to add and edit information for their state sponsored telehealth initiatives for COVID-19 treatment, which will then appear on the Test-to-Treat locator. When a user enters
X w ]

5. State users will only see their state in | =«
this dropdown menu. Regional users ’ © nstructions

an address or zip code within a state that has a telehealth program, a third dropdewn menu will appear on the locater to display the telehealth option.

2. To add a new telehealth provider for that state, input the provider's name (required), URL (required), and phone number [optional) below and click 'Save Provider'.

will see the States/Jurisdictions within
their region. 5

3. To remove a provider, select one from the dropdown and click 'Delete Provider'.

Selected State: Alaska

Existing Telehealth Providers

6. States can add their telehealth
provider name, URL, and a phone 6\
number. If there is no phone number
just leave it blank. States can add up
to 5 providers if needed.
7\

7. If a state needs to delete a provider,
they can select it from their provider list .
and delete.
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