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The Maryland Department of Health allocates oral antivirals to treat COVID-19 to participating
entities such as pharmacies, urgent care clinics, primary care offices, and Federally Qualified
Health Centers. The Federal government purchases the oral agents and sets an ordering
threshold for states to order against, free of charge to the state. Currently there are two oral
antivirals available under Emergency Use Authorization-- Paxlovid and Molnupiravir. Evusheld
is a long-acting monoclonal antibody for moderate to severely immunocompromised individuals
available under EUA. All are available for people with COVID-19 who have mild-to-moderate
symptoms and are not hospitalized for COVID-19, and are provided free of charge to
pharmacies and provider offices.
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https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#coviddrugs
https://www.fda.gov/media/155050/download
https://www.fda.gov/media/155054/download
https://www.fda.gov/media/154701/download
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Oral Antivirals

Similar to other available therapeutics, sites may charge a dispensing fee for oral antivirals.

e Oral Antiviral dispensing fee guidance from CMS

e COVID-19 Claims Reimbursement to Health Care Providers and Facilities for Testing,

Treatment, and Vaccine Administration for the Uninsured

e For Vaccines & Monoclonal Antibodies: Medicare Part B Payment Chart

New Oral Antiviral Dispensing Site Requirements

1) Sites must be able to offer home delivery, drive-thru, or curbside pickup services to
support infection control. If in the Test to Treat program, must be able to dispense

medications on site.

2) All sites must be able to complete twice-weekly reporting in HPOP (See Appendix A).



https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-pharmacists-prescribe-paxlovid-certain-limitations
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-pharmacists-prescribe-paxlovid-certain-limitations
https://www.cms.gov/files/document/hpms-memo-oral-antiviral-guidance.pdf
https://www.hrsa.gov/CovidUninsuredClaim
https://www.hrsa.gov/CovidUninsuredClaim
https://www.cms.gov/medicare/medicare-part-b-drug-average-sales-price/covid-19-vaccines-and-monoclonal-antibodies

3) Enroliment in the program does not guarantee a type of product or quantity of product.
State leadership will adjust levels of allocation as necessary to ensure coverage of
COVID therapeutics.

4) Sites must be willing to transfer product to other locations as requested by the State
therapeutics team.

5) Sites are responsible for reading all partner communication, including weekly updates
and PowerPoint presentations.

6) Sites are responsible for submitting direct order requests to resupply (See Appendix D).
If a site has an urgent need for more therapeutics, contact a member of the therapeutics
team (contact at end of document).

Additional requirements for Test to Treat sites
e Must be able to offer testing, evaluation by a PA, advanced practice nurse, or Physician,
and dispensing of therapeutics in the same location. Use of telehealth is appropriate.

o Though pharmacists may prescribe antivirals in certain circumstances, these
situations are more limited and MDH is seeking T2T sites that are available to all
patients, not a limited subset.

Must be able to accept new patients regardless of insurance status.

Offer same or next day priority appointment for Test to Treat.

Sites may bill for testing and evaluation, but may not charge for therapeutics
themselves.

o Sites may charge a dispensing fee to a patient’s insurance, but the dispensing
fee may not be passed to the patient.

e Sites must be publicly listed on Test to Treat locators linked below.

Evusheld

New Evusheld Dispensing Site Requirements

1) All sites must be able to complete twice-weekly reporting in HPOP (See Appendix A).

2) Enrollment in the program does not guarantee a quantity of product. State leadership will
adjust levels of allocation as necessary to ensure coverage of COVID therapeutics.

3) Sites must be willing to transfer product to other locations as requested by the State
therapeutics team.

4) Sites are responsible for reading all partner communication, including weekly updates
and PowerPoint presentations.

5) Sites are responsible for submitting direct order requests to resupply (See Appendix D).
If a site has an urgent need for more therapeutics, contact a member of the therapeutics
team (contact at end of document).

Federal Resources
e COVID-19 Therapeutic Locator (Maintained by HHS, this locator is updated based
upon the information that you report in HPOP. If you do not report, you will be removed
from the locator.)



https://covid-19-therapeutics-locator-dhhs.hub.arcgis.com/

e Test to Treat Locator (maintained by HHS, locator updated for Test to Treat sites only)
o Maryland Test to Treat Locator (maintained by MDH, locator for T2T sites only)
e Federal Response to COVID-19: Therapeutics Clinical Implementation Guide (Outpatient
Administration Guide for Healthcare Providers) (Slide 69)
o Shows patient flow for oral antiviral therapies.

Oral Therapeutics

Pharmacy Journey

Pharmacy receives antiviral Rx (either product) for patient

STOP:

No fill if outside
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Pharmacist reviews fill-by date to ensure Rx still valid s S
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prescriber

Molnupiravir not indicated e Reporiing required -
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Dispense prescribed

product & Molnupiravir EUA
Fact Sheet

(if not provided by prescriber)

If pharmacist has question regarding
dosing/possible DDIknown -
contraindication, will need to contact ispense prescribed product
prescriber same day in order to have Dispante prescribed product & per EUA required renal dosing
minimal dispensing delay to patient (if not provided by prescriber)
(time-sensitive nature of drug)

Encourage drive-thru, and
curbside pick-up or home
Source: Federal Response:Therapeutics Clinical Implementation Guide delivery

The typical allocation timeline is as follows:

State Therapeutics Team Actions Partner Site Actions
Monday e Receive weekly allocation from e HPOP Reporting (courses
Federal government administered and courses on
hand)
e Deadline for Direct Order
Requests
Tuesday e Create draft allocation for all sites
Wednesday e Receive approval for draft
allocation from department
leadership
Thursday e Final requests approved, e HPOP Reporting (courses
adjusted, or denied in HPOP administered and courses on
e Biweekly: Host Stakeholder Call hand)
e Biweekly: Attend Stakeholder
Call



https://covid-19-test-to-treat-locator-dhhs.hub.arcgis.com/
https://maryland.maps.arcgis.com/apps/instant/nearby/index.html?appid=cd68e43c716e49c38b4c2af8598ab72d&find=
https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/USG-COVID19-Tx-Playbook.pdf

Friday, e Product ships to sites from e Read any distributed memos
Saturday, distributor from therapeutics team
Sunday e As needed: Provider Update
Memo distributed

Program Enrollment
If your site is interested in enrolling in the therapeutics program to dispense oral antivirals,
please complete the enroliment application form at this link.

Submission of the form does not guarantee enrollment or supply of antivirals. Your site must
be approved by Maryland Department of Health leadership, and your account must be
activated.

If your site is approved, your site will receive two emails:

1) Email from HPOP about logging into the new portal that will eventually be used for
viewing orders of the antivirals. This email expires after 72 hours and must be
completed. The email will come from “VTrckS Provider Ordering Portal,”
vpop-no-reply@cdc.gov.

2) Email from the Maryland therapeutics team notifying you of your enroliment.

You will be added to an email list from the Maryland Hospital Association (MHA), which will
invite you to biweekly Therapeutics Stakeholder Update calls on Thursdays at 12pm. This will
also be the email list where weekly distribution memos will be sent. You are responsible for
reading these memos to keep up to date with program changes.

New sites typically receive their orders between 7-10 days after allocations are submitted.

MDH Therapeutics Team Contacts
Onboarding/Program Questions
Stephanie Vojtek (stephanie.vojtek@maryland.gov)

Danielle Lohan (danielle.lohan1@maryland.gov)



https://forms.gle/8HQEQxX4EW5jiEKF7
mailto:stephanie.vojtek@maryland.gov
mailto:danielle.lohan@maryland.gov

Appendix A: HPOP Reporting Instructions For Enrolled Partners
e Reporting is required on Mondays and Thursdays by 11:59pm, even if no product is
dispensed.
e Reporting is cumulative since you last reported.
o So, if you start with 20 courses and use 1 course on Monday, and 4 courses on
Tuesday, and 1 courses on Wednesday, your Monday reporting would be 1
course used and 19 on hand, while your Thursday reporting would be 5 courses
used and 14 on hand.
e You do not have to report for products you do not receive. So, if your site never received
a product, you do not have to report.

Log into HPOP at this link: https://vpop.cdc.gov/provider/signin/
Navigate to the section “Therapeutic Inventory”

¥ Therapeutic Inventory

Courses Administered and Available Wastage Transfers
Courses Administered and Available Edit Histary Save Therapeutic Courses
Therapeutic Administered Available History
ebtelovimal I}
avir [ty 24 ]
ﬂ' For Administered and Available please enter values for today and not cumulative values.
Please note that some Therapeutics may not be displayed in Inventory.

e Under “Courses Administered and Available” you will see the available products you can
report for. As an example, we will report the following:
o Evusheld: 2 courses administered, 18 available
o Molnupiravir; 1 course administered, 40 available
o Paxlovid: 0 courses administered, 20 available

e Double click on the box that you need to edit, as below


https://vpop.cdc.gov/provider/signin/

* Therapeutic Inventory

Courses Administered and Available Wastage Transfers
Courses Administered and Available Edit History
Therapeutic Adminkstered Available  History
Bebtelowvimab [0002-T7589-01)

Molnupiravir [Qty 24] (0006-5033.

Paxdovid (D069-1085-30

ﬂ For Administered and Available please anter values for today and net cumulative values.
Please note that some Therapeutics may not be displayed in Inventory.

e Enter in the number of courses that you administered since you last reported, and the
courses that remain available for patients. It will look like this:

* Therapeutic Inventory

Courses Administered and Available Wastage Transfers
Courses Administered and Available Edit History
Therapeutic Administered  Awvailable History

Eebtelovimak [0002-T589-01)

.

Evusheld (0310-7442-02)
Maolruspiravir ::f:. 24] (0006~ 3035
1085

Pancleid [D069-1085-30)

o For Administered and Available please enter values for today and not cumulative values.
Please note that some Therapeutics may not be displayed in Inventory.

e Continue to edit the boxes for each product you are reporting for.



* Therapeutic Inventory

Courses Administered and Available Wastage Transfers

Courses Administered and Available Edit History Save Therapeutic Courses

Therapeutic Administered fwailable  History
ebiel ab 30-
Ll -
ushe 310-7442-02 2 18
" -
Aainup [City 24] (D006-505 40
axdovid (0069-1085-30 0 20

0 For Administered and Available please enter values for today and not cumulative values.
Flease note that some Therapeutics may not be displayed in Inventory.

e When you're finished, click the green button “Save Therapeutic Courses”

S5ave Therapeutic Courses

e You’'re done!

Editing Past Reporting
If you entered incorrect inventory information, please select the “edit history” button and amend

the entry that needs correction.

Reporting Wastage
1) Navigate to the “Wastage” tab under “Therapeutic Inventory”



v Therapeutic Inventory

Courses Administered and Available Wastage Transfers

Wastage Add Wastage

Mo Data Found

2) Click “Add Wastage” button

Add Wastage

3) Add your wastage report information

*
New Wastage Report
Please select a reason for this wastage and provide a short summary
(Wastage Date
.
Reason hd
;
Provider Contact A

Assign Primary Contact

Description

4) Click “Add Therapeutic”




5) Your wastage report is submitted

Record Transfers

Transfers are from one physical location to another. Both sites must be enrolled as providers so
they can continue to report. If your location would like to transfer to a location that is NOT
enrolled in HPOP, they must be added before you can transfer.

The transferring partner should submit the transfer report. So, if Hospital A transfers to
Pharmacy B, then Hospital A records the transfer.
1) Navigate to the “Transfer” tab under “Therapeutic Inventory”

v Therapeutic Inventory

Courses Administered and Available Wastage Transfers

Transfers Add Transfer

No Data Found

2) Click “Add Transfer”
Add Transfer

3) Fill out the requested information. Remember, the “Provider Transferred to” must be an
existing site in HPOP to be populated.

10
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Transfer Therapeutic

r
Transfer Date

Provider Transferred From

INSTITUTE FOR ASTHMA and ALLERGY

Provider Transferred To

Description

r
Therapeutic

r
Courses

Cancel

4) Click “Create” to record the transfer



Appendix B: Paxlovid Drug-Drug Interactions

Paxlovid Contraindications

* History of clinically significan ty reactions (e.g., TEN, SJS) to its

Hypersensitivity Reactions active ingredients (nirmatrelvir or ritonavir) or any other components of the
product

/‘

+ Alpha1-adrenoreceptor antagonists: alfuzosin
* Analgesics: pethidone, piroxicam, propoxyphene

Drugs highly dependent on * Antianginal: ranolazine

CYP3A4 for clearance and * Antiarrhythmic: amiodarone, dronedarone, flecainide, propafenone, quinidine
for which elevated _< * Anti-gout: colchicine
concentrations are * Antipsychotics: lurasidone, pimozide, clozapine

associated with severel/life- » Ergot derivatives: dihydroergotamine, ergotamine, methylergonovine

threatening reactions* * HMG-CoA reductase inhibitors: lovastatin, simvastatin

» PDES5 inhibitor: sildenafil (Revatio) when used for PAH

+ Sedative/hypnotics: triazolam, oral midazolam

Drugs that are potent
CYP3A inducers where

significantly reduced * Anticancer drugs: apalutamide
nirmatrelvir or ritonavir < * Anticonvulsant:: carbamazepaine, phenobarbital., phenytoin
concentrations may be * Antimycobacterials: rifampin
associated with loss of + Herbal product: St John’s Wort (hypericum perforatum)
virologic response or
resistance*

*This is NOT a complete list of all DDIs. ALWAYS USE CLINICAL TOOLS/DDI CHECKER AND
USE CLINICAL JUDGMENT.

For additional information see:
e NIH VID-19 Treatment idelines Panel’s Statement on Paxlovid Drug-Dr
Interactions
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https://covid19-druginteractions.org/view_all_interactions
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ritonavir-boosted-nirmatrelvir--paxlovid-/
https://www.covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ritonavir-boosted-nirmatrelvir--paxlovid-/
https://www.fda.gov/media/158165/download

Appendix C: Other Resources
HPOP Login Assistance (Password Reset, errors when logging in): cars_helpdesk@cdc.gov

Paxlovid
*  EUA: https://www.fda.gov/media/155049/download
. Fact Sheet for Health Care Providers: https://www.fda.gov/media/155050/download
»  Fact Sheet for Patients: https://www.fda.gov/media/155051/download
*  Fact Sheet for Patients (Spanish): https://www.fda.gov/media/155075/download
. FAQs for Paxlovid FDA EUA: https://www.fda.gov/media/155052/download
« PAXLOVID Patient Eligibility Screening Checklist Tool for Prescribers (fda.gov)

Molnupiravir
* EUA: https://www.fda.gov/media/155053/download
*  Fact Sheet for Health Care Providers: https://www.fda.gov/media/155054/download
. Fact Sheet for Patients: https://www.fda.gov/media/155055/download
*  Fact Sheet for Patients (Spanish): https://www.fda.gov/media/155115/download
Additional Resources
»  Side-by-Side Overview of Therapies Authorized for the Treatment of Mild-Moderate
COVID-19

. Federal Response:Therapeutics Clinical Implementation Guide

Appendix D: Direct Order Request Instructions

Providers enrolled in HPOP are able to complete “direct order” in HPOP. This means
that a provider can request a supply of therapeutic medication that Maryland will
approve, modify, or reject. All “orders” can be thought of as “requests” because they still
need Maryland Department of Health approval before they are submitted.

Program Requirements

1) Sites must submit orders for therapeutics no later than 5pm on Monday. Orders
will be approved, modified, or rejected by Friday of that same week. Sites should
expect to receive orders the following week.

2) Sites must have reported within the past 7 days to be considered for approval.

3) Maryland Department of Health may modify or reject your request due to several
factors, including but not limited to Federal supply availability, reporting history,
and need to distribute products to areas with greater need.

Instructions for Submitting an Order in HPOP
1) Log in to HPOP at this link: https://vpop.cdc.gov/provider/signin/
2) Navigate to the section “Create new order”
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https://www.fda.gov/media/155049/download
https://www.fda.gov/media/155050/download
https://www.fda.gov/media/155051/download
https://www.fda.gov/media/155075/download
https://www.fda.gov/media/155052/download
https://www.fda.gov/media/158165/download
https://www.fda.gov/media/155053/download
https://www.fda.gov/media/155054/download
https://www.fda.gov/media/155055/download
https://www.fda.gov/media/155115/download
https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/side-by-side-overview.pdf
https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/side-by-side-overview.pdf
https://aspr.hhs.gov/COVID-19/Therapeutics/Documents/USG-COVID19-Tx-Playbook.pdf
https://vpop.cdc.gov/provider/signin/
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3) Select the therapeutic you are interested in obtaining. Please note that you can
only request product for which you have already been approved. So, a site that
has never been approved to supply Evusheld will not be able to submit an order
for Evusheld. If you would like to obtain a new therapeutic, you must contact the
COVID Therapeutics Team to request authorization.
4) Select the quantity of shipping units. Each product is ordered in different
increments, and cannot be customized.
5) Once you’ve saved your selected quantity, you can review your request.
a) You may delete your request and start again if you need to make a
change.
b) If your site offers multiple therapeutics, you may add another therapeutic
to your request.
6) If you're finished with your order, click the green “submit” button.
7) Your submitted order will appear in your “Therapeutic Orders” section, and will
update as it is approved, modified, or rejected by Maryland Department of
Health.
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