
 

COVID-19 Antiviral Drugs (AVD) Interim Implementation  

Planning Guide for Jurisdictions 
Last updated: November 3, 2021 

Background and Purpose 
Several oral antivirals for the outpatient treatment of mild to moderate COVID-19 are in late-stage development and 
may receive Emergency Use Authorization (EUA) from the FDA as early as December 2021. The United States 
Government (USG) has secured a supply of antivirals upon issuance of an EUA for distribution to the U.S. population. 

Initially, the demand for antivirals may be higher than supply (factors influencing this will include the current state of the 
pandemic at the time of EUA). To ensure equitable distribution of this limited resource, HHS plans to use an allocation 
model that provides a weekly number of patient courses of antiviral to jurisdictions.  Jurisdictions will determine 
providers that are prioritized to receive this product.  

While several details are still pending, the objective of this guide is to provide an overview to help inform planning based 
on current facts, assumptions and introduce strategies for consideration. This document summarizes considerations for 
jurisdictions when planning for antiviral distribution and sub-allocations. The information within this document is for 
planning purposes only and must be confirmed upon issuance of any EUA. The USG will release and update 
information as it becomes available.  

Assumptions on Product and Target Patient Population (To be confirmed upon issuance of EUA)   
Molnupiravir  

• Merck has submitted an EUA package to FDA in support of its oral antiviral drug Molnupiravir. Though the 
date of any EUA is unknown, for planning purposes, all jurisdictions should prepare to be able to use this 
product by November 30, 2021.  

• The USG has purchased approximately 1.7M treatment courses, pending emergency use authorization (EUA) 
from the U.S. Food and Drug Administration (FDA).  

• The Merck antiviral drug will be provided packaged in individual courses and stored at room temperature.  

• The product will be available as 200 mg capsules packaged into a 40-count bottle. The duration of one 
patient course is five days. 

Patient Population and Use Assumptions 
• Target patient population based on the conduct of the clinical trial submitted to support an EUA: adult 

patients with COVID-19 at high risk of progression to severe disease (high risk to be defined).  

• A direct SARS-CoV-2 test (PCR or antigen) can be used for disease detection. 

• The product must be administered within five (5) days of symptom onset.  

• Pregnant patients were not included the clinical trial so it may be recommended for women of childbearing 
age to have a pregnancy test prior to starting treatment. More information will be provided when available. 

Prescription/Dispensing Assumptions 
• Molnupiravir will require a prescription for use. Only licensed providers may be authorized to prescribe and 

dispense this product. Note: The PREP Act has been expanded to allow for alternative providers (such as a 
pharmacist) to prescribe COVID-19 therapeutics.  



 
 

  2 
 

• A hard copy or electronic fact sheet may need to be provided to each patient receiving the product.  

• Ideally, the product should already be at a location before it is needed to decrease delays to treatment 
access (i.e., time a person presents, time needed for a positive test, and prescription delivery from 
distributor to provider). 

Overview of Operations – Planning Assumptions for Allocation, Site Selection, Distribution, Dispensing 
and Reporting  

 

The flow of antiviral drug access will mirror other countermeasures that have been made available for COVID-19. After 
the FDA issues an EUA, USG will determine the allocation amounts for each jurisdiction. Allocations are expected to be 
weekly or biweekly depending on supply. Each jurisdiction will then determine the provider site where they would like 
to have product delivered.   Orders will be placed through the USG ordering portal. A centralized distributor will then 
deliver product to identified locations. All jurisdictions and receiving sites must submit reporting requirements. The 
remainder of this document includes details of each phase illustrated above. 

Federal Allocations 
• Demand is likely to exceed the initial supply and the USG will utilize an allocation method for distributing 

limited product to jurisdictions.   
• To inform planning, jurisdictions should plan for two possible scenarios at time of product launch:  

1. Pro-rata allocation assuming 100K treatment courses are available nationally  
2. Pro-rata allocation assuming 400K treatment courses are available nationally 

Subsequently, jurisdictions should plan for a USG-allocated supply based on disease burden within each 
jurisdiction on a weekly or biweekly cycle. 

• HHS will upload allocations for each jurisdiction to the HHS Partner Ordering Portal (HPoP). HPoP is the new 
HHS ordering portal available to order COVID-19 therapeutics. This system will streamline ordering and 
provide more visibility for jurisdictions on supply management.  Onboarding for jurisdictions to test this 
system will occur in November 2021. 

• The USG will allocate to Federal partners (e.g. IHS, VA, DoD, DHS/ICE) separately.  

Jurisdiction Ordering 
• After allocations are uploaded into HPoP, jurisdictions can begin the ordering process by determining: 

o Provider sites that will receive the drug  

o Pharmacy partners that will manage the allocation  
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• Jurisdictions will also enter the amount of product shipped to and managed by each provider site and 
pharmacy partner into the HPoP ordering portal. 

Site Selection Planning for Jurisdictions 
• Jurisdictions will be expected to have provider sites selected and loaded into the HPoP system by November 

19, 2021. More information on this process will be provided. 

o USG will provide the jurisdictions with pharmacy partners who have signed agreements with USG to 
dispense USG-procured antivirals so that jurisdictions can select from these pharmacy partners. 

o Provider sites that are currently part of the vaccine and the monoclonal antibody program will be 
pre-loaded into each state’s profile within the HPoP system to expedite site selection. The state can 
choose if they would like to use the pre-loaded provider sites as AVD locations as part of their 
strategy.    

• Jurisdictions should consider selecting sites to ensure balanced access to antivirals that account for the 
epidemiology of the COVID-19 disease, points of care traditionally utilized by the highly vulnerable 
population who may be at higher risk for COVID-19 exposure and complications while accounting for the 
available supply. 

• Given the limited supply available at the onset of this program, a limited number of sites should also be 
strategically selected in each jurisdiction. 

o With the short planning timeline, the USG recommends jurisdictions consider using existing provider 
locations that are currently administering USG-procured COVID-19 vaccines or therapeutics since 
these sites have confirmed provider information (license, addresses), are already onboarded as 
providers, and demonstrated reporting capabilities for USG-procured products under EUA. 
Additional providers may be registered when requested by the state.   

o Jurisdictions should consider choosing site locations that have the potential to test and dispense to 
highly vulnerable populations. These populations can be determined using metrics such as 
CDC/ATSDR Social Vulnerability Index (SVI) or other social vulnerability metrics such as the Equitable 
Distribution Index (EDI) that allow for the targeted selection of communities disproportionately 
affected by COVID. 

 Jurisdictions and HHS regional staff will have access in Tiberius for geo-mapping of existing 
vaccine provider sites that include metrics such as the CDC/ATSDR Social Vulnerability Index 
(SVI) and the Equitable Distribution Index (EDI) that is published in Tiberius to ensure their 
plans include measures that ensure equitable distribution of these therapeutics. Additional 
considerations should include:  

• Indicated patient population  

• Inclusion of rural and underserved communities 

• Jurisdictional epidemiology of COVID-19 disease 

• Points of care traditionally utilized by highly vulnerable populations who may be at 
higher risk for COVID-19 exposure and complications 

https://www.atsdr.cdc.gov/placeandhealth/svi/index.html
https://protect-ows.hhs.gov/workspace/report/ri.report.main.report.f7a70780-01f4-49d6-b6b9-e4a52a4cf2b2
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• Jurisdictions should develop a prioritized list of sites that can scale up or down with increased or decreased 
product availability. HHS will provide estimates of available antivirals to the jurisdictions as this information 
becomes available. 

• Jurisdictions should identify provider sites to maximize the equitable access of antivirals. All sites should 
have appropriate state licensing for dispensing antivirals.  

• Jurisdictions will need to have plans in place to ensure the public is aware of locations that have antivirals in 
stock. The USG is exploring websites to identify locations that may have this product available quickly. 
Additional information will be provided as it becomes available.   

Distribution 
• A centralized distributor will distribute the product. Delivery times will range from 24-72 hours post order 

received.  

• Provider sites will be identified by the jurisdiction and must be registered in the HPoP ordering portal.  

• Jurisdictions will determine how much product to send to each location (or managed by each pharmacy partner) 
in the HPoP ordering portal. 

• Distribution to federal partners will be direct to IHS, VA, DoD, DHS/ICE, BOP. All federal partners will register 
sites of dispensing and receiving in the HPoP ordering portal. 

Dispensing 
• The PREP Act has been expanded to allow for alternative providers (such as a pharmacist) to prescribe COVID-19 

therapeutics.  

• The USG will put in place provider agreements for pharmacies to assist with dispensing should a state choose.  
USG agreement will outline expectations for dispensing and reporting. 

• All sites that order antiviral drugs will have to attest to adhering to minimum program requirements. Examples 
of site requirements may include but are not limited to the following: 

o Dispense product in accordance with the EUA conditions of use 

o Dispense product in accordance with federal clinical guidance  

o Report inventory and doses dispensed at site  

o Cost of dispensing fees will not be a barrier to patient access 

o Order responsibly (maintaining lean inventory levels to maintain site response needs) 

• Given the short window post symptoms to treat a patient, sites should expect to maintain a minimum inventory 
to ensure that the product will be available and ready to use when a patient presents.   

• The expectation is that sites will provide the medication at no cost to the patient. The USG will provide the drug 
at no cost to eligible patients so that cost will not be a barrier to access. Sites may bill for dispensing fees. 
However, solutions are pending for dispensing fee coverage. Additional information will be provided as it 
becomes available. 
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Reporting 
• Sites receiving and dispensing USG-purchased antivirals must provide information regarding product dispensed 

and inventory on hand through the HPoP portal. Jurisdictions are responsible for ensuring that all sites 
understand how to report and that they are reporting at the defined program frequency. 

• Jurisdictions are responsible for communicating clear reporting expectations and ensuring all receiving sites and 
healthcare facilities know how to report or share information back to the jurisdiction in a timely manner. 

• The USG will provide more information on training for reporting and data utilization, when available.  
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Jurisdictional Checklist for Antiviral Distribution and Dispensing 
The following checklist has been developed to assist jurisdictions in their planning efforts for the USG-purchased 
antivirals.  The items in the checklist are based on current facts, assumptions, and promising practices. Jurisdictions can 
decide where and how to dispense the drug in accordance with an EUA.  The checklist includes considerations and 
activities that planners and program managers can use to prepare for receiving the antiviral allocation.  The checklist will 
be updated as more information becomes available. 

Main Theme Key Activities for Readiness and Response 
General 
Readiness 

� Plan should include two possible scenarios at time of product launch: 1) Pro-rata 
allocation assuming 100K treatment courses are available nationally 2) Pro-rata 
allocation assuming 400K treatment courses are available nationally. 

� Review EUA, clinical recommendations, and manufacturer materials, shipping, storage, 
dosing, intervals, and adverse event profiles as they become available. 

� Attend planning sessions for antivirals during the month of November.  
Provider site 
(dispensing site) 
selection 

� Identify a prioritized list of providers who will receive antivirals.   
� Consider tiering providers so as/if product availability increases, access can be expanded 

to more locations. 
o Leverage the use of existing provider sites or medical facilities that currently 

work with jurisdictions to receive and distribute medical countermeasures.   
o Rapidly register additional providers into the ordering portal as needed. 
o Consider provider access to testing in the selection process. 

� Ensure appropriate state licensing conditions are satisfied for providers to receive, store, 
and dispense antivirals. 

� Work with Tribes to ensure they are receiving antiviral products through the Indian 
Health Service (IHS) or consider them in the state allocation strategy. 

Optimizing 
access to 
antivirals - 
population 
considerations 
for site selection 
 

� Strategically select sites to maximize the equitable access of antivirals. Consider 
geographical coverage, population reach, and access in communities disproportionately 
impacted by COVID-19.  As part of this, consideration of limited supply and the need for 
re-supply of stock at sites should be accounted for to ensure product availability for 
populations at points of care. 

� Consider outpatient facilities as access points such as urgent care, free-standing 
Emergency Departments, public health clinics, long-term care, and pharmacies; sites that 
also offer testing may streamline patient access and time to treatment. 

� Use dashboards that will be available in the Tiberius platform that includes all current 
vaccine sites, monoclonal antibody sites, and population information (density, SVI) to aid 
site selection. 

� Consider sites that ensure balanced access (number of sites, rural and underserved 
communities). Jurisdictions should ensure antivirals are available for American Indians 
and Alaska Natives. States should contact Tribes directly to ensure they receive antiviral 
products directly through the state or Indian Health Service systems.   

� Account for the jurisdictional epidemiology of COVID-19 disease and points of care 
traditionally utilized by the highly vulnerable population at higher risk for COVID-19 
exposure and complications while accounting for the available supply.  

� Determine if federal pharmacy partners may be leveraged to assist as provider site 
locations. (Additional information on how to coordinate with these partners will be 
forthcoming.) 

Supply and 
Allocation 

� Review product configuration, shipping, storage, and management.    
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Main Theme Key Activities for Readiness and Response 
 � Review FDA and manufacturer materials regarding antivirals, including dosing and 

adverse event profiles. 
� Know your providers. Determine the first set of providers to dispense antiviral drugs. 

These should be strategically located sites across your jurisdiction.  
� Be ready to submit an order once any EUA is issued to select sites for delivery.  
� Manage supply to the best of the site and jurisdiction’s ability. 

o Order additional allocated supply in a manner to avoid the accumulation of 
unadministered inventory in any one provider site. 

o Manage and accurately report on-hand product inventory. 
o Track trends in COVID-19 disease epidemiology and antiviral dispensing 

patterns to adjust site selection as needed. 
� Develop a plan to identify when or if additional sites may be needed to optimize 

distribution and dispensing of antivirals.  
Policy 
 

� Ensure timely review of the EUA materials and any state guidance that aligns with 
federal requirements.  

� PREP Act has been expanded to allow for alternative providers (such as a pharmacist) to 
prescribe COVID-19 therapeutics. Ensure state is aware of PREP Act expansion and 
address additional actions that may be needed at the states level to leverage this 
coverage. 

� Ensure understanding of federal government recommendations on par-levels of 
inventory that should be maintained at each site to ensure access should a patient 
present.  

� Determine who at the state level will have access to Tiberius planning dashboard and 
HPoP ordering portal.  

� Determine if any action is needed at the state level to address COVID-19 dispensing fee 
reimbursement (beyond pending federal actions). 

Communications � Keep a pulse on the level of knowledge, attitude, and perceptions regarding antiviral 
drugs in terms of demand, provider types, and locations where antivirals would be 
preferred (public health clinics; pharmacies; doctor’s office), and anticipated timing of 
when individuals would be interested in receiving antiviral drugs for COVID-19 disease 
relative to the issuance of an EUA and share with state partners. 

� Develop a communications plan to share information with providers and the public; align 
with Federal messaging (where available). 

� Develop a strategy for rapid communication to engage with partners and educate them 
as soon as possible.  

� Develop a communications strategy to conduct targeted outreach to providers and the 
public. 

� Distribute communication that explains expectations for reporting on usage of USG-
procured product.  

Provider 
Readiness 
 

� Disseminate training and communication materials to providers.  
� Reach out to tribal nations within the respective areas for involvement in planning 

efforts. 
� Ensure sites meet all EUA conditions of use requirements and provide medications in line 

with federal or state clinical guidance. 
� Ensure sites are able to print EUA fact sheets if hard copies are required at time of 

medication dispensing. 
� Develop communication and outreach plans for provider sites.  
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Main Theme Key Activities for Readiness and Response 
� Ensure providers and patients are aware of EUA criteria for treatment (HHS and 

manufacturer to provide educational materials). 
� Given the short window post symptoms to treat a patient, provider sites should expect 

to maintain a minimum inventory to ensure that the product will be available and ready 
to use when a patient presents.   

� Ensure providers establish test to treat referral pathways that take into consideration 
the 5 days from symptom onset to treatment and other required elements of the 
authorized product.  This could include providing alternate methods to obtaining the 
product, including decreasing time to pick-up product or delivering product directly to 
the residence of the eligible patient.  

� All sites should be able to order antiviral drugs and be responsible for reporting 
inventory and the number of courses dispensed through identified reporting systems.  

Data/ 
Information 
Technology 
Systems, 
Reporting, and 
Monitoring  
 

NOTE: Details on planning tools, dashboards and ordering portal will be forthcoming 
� PLANNING TOOLS AND DASHBOARDS: Enroll in Tiberius to access dashboards used to 

plan for provider selection, inventory management, and administration tracking. The 
USG will provide staff available to support IT needs and data analysis for each state. 

� ORDERING PORTAL: Jurisdictions should enroll in HPoP and facilitate enrollment of sites 
in their jurisdiction inside the ordering portal. This will allow jurisdictions and sites to 
place orders and report on-hand COVID-19 antiviral inventory and dispensing reporting 
requirements. 

� TRAINING AND ONBOARDING: Participate in HHS training sessions for jurisdictions and 
sites of care when needed to address topics such as how to order in HPoP, report or 
interpret information on antiviral program.  
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Main Theme Provider Sites Key Activities for Readiness and Response 

Provider Site 
Checklist  

� Review product configuration, shipping, storage, and management.     
� Review EUA, FDA and manufacturer materials regarding antivirals, including dosing, 

intervals, and adverse event profiles.  
� Ensure timely review applicable state guidance.  
� Meet all EUA conditions of use requirements and provide medications in line with federal 

or state clinical guidance.  
� Have the capability to print EUA fact sheets if hard copies are required at time of 

medication dispensing.  
� Ensure clinicians and patients are aware of EUA criteria for treatment (HHS and 

manufacturer to provide educational materials).  
� Expect to maintain a minimum inventory to ensure that the product will be available 

and ready to use when a patient presents, given the short window post symptoms to 
treat a patient.  

� Establish test to treat referral pathways that take into consideration the 5 days from 
symptom onset to treatment and other required elements of the authorized 
product.  This could include providing alternate methods to obtaining the product, 
including decreasing time to pick-up product or delivering product directly to the 
residence of the eligible patient.   

� Have the ability to order antiviral drugs and be responsible for reporting inventory and 
the number of courses dispensed through identified reporting systems.   

� Enroll in HPoP and facilitate enrollment of sites in their jurisdiction inside the ordering 
portal. This will allow sites to place orders and report on-hand COVID-19 antiviral 
inventory and dispensing reporting requirements.  

� Participate in HHS training sessions when needed to address topics such as how to order 
in HPoP and report utilization.     
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Resources  
• CDC/ATSDR Social Vulnerability Index (SVI): CDC's Social Vulnerability Index (SVI) is published at two levels of 

geographic aggregation: counties and census tracts. Providers are geocoded to a zip code for vaccine 
distribution, the most granular unit of measure to consistently assess a given geography's socio-economic 
conditions. https://www.atsdr.cdc.gov/placeandhealth/svi/index.html  

• Equitable Distribution Index (EDI): The Equitable Distribution Index (EDI) is published in Tiberius to support a 
more granular analysis as a proxy for zip code-level SVI. For all population inputs, the Equitable Distribution 
Index utilizes data published and provided by CDC from the American Community Survey (ACS) that includes 
2018 Census Tract SVI source data published by CDC and Supplemental population count files. https://protect-
ows.hhs.gov/workspace/report/ri.report.main.report.f7a70780-01f4-49d6-b6b9-e4a52a4cf2b2he  

• Tiberius 
o Tiberius is a platform for supporting planning, distribution, administration, data analysis, and 

visualization. https://protect-ows.hhs.gov 
• HPoP 

o HPoP is where pharmaceutical partners and federal entities can place orders and report their COVID-19 
antiviral inventory on hand. The system’s data feeds into Tiberius for a holistic view of data to inform 
decision-making. 

 

https://www.atsdr.cdc.gov/placeandhealth/svi/index.html
https://protect-ows.hhs.gov/workspace/report/ri.report.main.report.f7a70780-01f4-49d6-b6b9-e4a52a4cf2b2he
https://protect-ows.hhs.gov/workspace/report/ri.report.main.report.f7a70780-01f4-49d6-b6b9-e4a52a4cf2b2he
https://protect-ows.hhs.gov/
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