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Introduction 
Since December 2021, the Food and Drug Administration (FDA) has issued emergency use authorizations (EUA) to 
permit the use of Paxlovid (PAX), from Pfizer, and molnupiravir (MOV), from Merck. These orally administered 
antiviral medications are authorized for use as a treatment for mild to moderate COVID-19 in high-risk patients 
with COVID-19 symptoms and a positive COVID-19 test. 

 U.S. Food and Drug Administration: Paxlovid EUA Letter to Karen Baker Director, Global Regulatory Affairs, 
Pfizer, Inc. 12/22/21. (www.fda.gov/media/155049/download) 

 FDA: Molnupiravir EUA Letter to Sushma Kumar, Senior Director, Global Regulatory Affairs and Clinical Safety, 
Merck Sharp & Dohme Corp. 12/23/21 (https://www.fda.gov/media/155049/download) 

This document provides Minnesota Department of Health (MDH) guidance for access to PAX and MOV for 
eligible patients. It also explains the methods used when the supply of PAX and MOV is insufficient to meet the 
need among eligible patients. Previous MDH guidance documents on access to PAX and MOV, including Interim 
Ethical Framework for Allocation of Outpatient Antivirals During the COVID-19 Pandemic, are superseded by this 
document. 

Note: Use of all outpatient antivirals is time sensitive. Patients should be encouraged to get tested as soon as they 
have symptoms and to seek medical care as soon as possible to access treatment, if they are eligible. 

As detailed below in Sections D and E, the ability to provide PAX and MOV access to patients who meet minimum 
EUA eligibility criteria depends on the relationship between the available supply and the identified demand. 
Access for eligible patients is contingent on which of two supply-dependent stages is in effect. The two stages are: 

 Stage 1, when supply is sufficient to meet the demand of all who are eligible. 

 Stage 2, when supply is insufficient for all who are clinically eligible, requiring deprioritization of those at 
lower clinical risk. This will begin with deprioritization of nonpregnant patients with M-MASS scores of 0, 
followed by deprioritization of nonpregnant patients with M-MASS scores of 1, 2, and 3. If starting from a 
situation of scarcity, access will begin with prioritization of patients with M-MASS scores of 4 and above or if 
pregnant, and will prioritize those at lower scores by moving down the M-MASS scale as supply increases. 

Refer to Appendix A for information regarding contraindications, warnings, and drug interactions for PAX. Refer to 
Appendix B for information regarding warnings and precautions for MOV. 

https://www.fda.gov/media/155049/download
https://www.fda.gov/media/155049/download
https://www.fda.gov/media/155049/download
https://www.fda.gov/media/155049/download
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A. How to access PAX and MOV  
The general approach to PAX and MOV is to treat them as a rapid response countermeasure. This means that PAX 
and MOV will be prioritized for deployment first to locations that have a combination of 1) on-site rapid testing, 2) 
providers who can assess for clinical eligibility, and 3) the ability to dispense PAX and MOV. PAX and MOV will not 
be allocated through the centralized mechanism designed for allocation of monoclonal antibodies (mAbs) – the 
Minnesota Resource Allocation Platform (MNRAP) – because it will be deployed across multiple facility types to 
support rapid disbursement.  

Eligible facilities when scarcity is most acute may include emergency departments, urgent care centers, primary 
care clinics, Health Care for the Homeless, and jails/prisons, although other facility types may be eligible. As 
supply of PAX and MOV increases, MDH will broaden distribution to include additional facility types, such as 
community or chain pharmacies, or outpatient facilities that do not have testing capacity but do have on-site 
capacity to fill prescriptions. 

Prescribing providers will ascertain clinical eligibility for PAX and MOV. 

Health systems should make a good-faith effort to work with external providers who write prescriptions for PAX 
and MOV so that patients can access the treatments in health system pharmacies, balancing the need to ensure 
patient eligibility and safety with the need to ensure that patients who seek care outside of larger health systems 
are not disadvantaged. This may entail partnering with independent clinics to share tools, such as prescribing 
checklists or drug interaction checkers, or waiving fees associated with a patient assessment if a second one is 
needed to confirm eligibility. Without such efforts, the additional delays or costs related to requiring a second 
assessment within the dispensing system may create systematic barriers to accessing these therapies for patients 
who are not affiliated with the system. 

B. General guidelines for providers 
1. Patient decision-making and consent to PAX or MOV 

Under all circumstances – scarce or sufficient supply – patients who are capable of decision-making are entitled 
to partner with their care team in deciding whether to consent to administration of PAX or MOV, including 
whether PAX, MOV, or mAbs are most appropriate for the patient. Patients should be informed if they are 
eligible for mAbs, and providers should engage patients in a discussion of the relative risks/benefits of mAbs and 
oral antivirals. 

For patients who are not capable of making decisions, their authorized decision-maker should be consulted. 
Informed consent conversations will occur immediately prior to prescription. To promote equity, consent 
forms/patient information sheets should be available in the diverse languages of a facility's patient populations, 
and appropriate translation services should be available during screening and upon presentation at the facility in 
order to foster appropriate consent discussions. The authorized decision-maker should be the person appointed 
by the patient (or otherwise authorized by law) to make decisions on their behalf. If the patient has not indicated 
who that person should be, the clinical team should work with the patient’s spouse, partner, family, or close 
friend. All personnel involved in patient decision-making processes should work to follow Minnesota guidance and 
law on surrogate decision-making. If patients or their authorized decision-makers express interest in accessing 
PAX or MOV treatment, but have concerns about ability to pay, facilities should work with patients to identify 
sources of payment for PAX or MOV. 
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When patients receive a positive COVID-19 test result, the provider or health system that is informing them of 
their test result should also inform them about: 

 The availability of these investigational treatments. 

 The fact that they may also qualify for mAbs, support informed decision-making by the patient on whether to 
seek PAX or MOV or instead seek mAbs by discussing risks and benefits of the available therapies, and assist 
patients seeking mAbs in entering their information into MNRAP to seek mAbs allocation if necessary. 

 The importance of seeking access to these treatments as soon as possible following a positive test result and 
within five days of symptom onset. 

 That close contacts who may have been exposed to them (e.g., family members) should monitor for 
symptoms and seek testing promptly if they develop symptoms consistent with COVID-19. 

 How they can access care promptly, especially if the patient does not have a regular primary care provider. 

2. Dose distribution 
An allocation of PAX should be reserved for pediatric patients, using a split of 95/5 – 95% reserved for adults and 
5% for children ages 12-17. This split reflects the fact that the M-MASS scoring system to prioritize adult patients 
(refer to Section E. Stage 2: Clinical prioritization when supply is constrained, below) has not been validated for 
use in children. A separate set of risk factors that should be considered for PAX treatment of pediatric patients is 
described in the Interim Guidance for Prioritization of Monoclonal Antibodies and Nirmatrelvir/Ritonavir 
(Paxlovid) for Pediatric Patients (www.health.state.mn.us/diseases/coronavirus/hcp/sotpaxpeds.pdf). Facilities 
that treat both adults and children should reserve 5% of their allocated doses of PAX for use by patients ages 12 
to 17 who are eligible under this guidance. If a facility does not have any eligible pediatric patients, the doses may 
be used for adult patients. Facilities that treat both adults and children should reserve 5% of their allocated doses 
of PAX for use by patients ages 12 to 17 who are eligible under this guidance. If a facility does not have any eligible 
pediatric patients, the doses may be used for adult patients. 

Regional Health Care Coalitions may ask facilities to redistribute doses between facilities in the same region, and 
health care systems may redistribute doses between their facilities within a region as needed. However, systems 
and facilities should not distribute doses to facilities outside the region or the state without express permission 
from MDH. 

3. Importance of documentation 

All sites are required to complete the federally required daily reporting of both inventory and number of patient 
courses (or doses) used to be eligible for state allocation. Failure to accurately report these data affects the entire 
state allocation that the federal government will grant Minnesota. 

C. Determining whether supply of PAX and MOV is 
sufficient or scarce 
MDH determines whether PAX and MOV are in sufficient or scarce supply at least weekly, by region within 
Minnesota. Determining scarcity depends on the number of courses of PAX and MOV available (supply). To 
determine scarcity, MDH projects the need for PAX and MOV for the coming week by considering the number of 
patients treated with PAX and MOV in the previous week and adjusting for trends in case incidence rates, as well 
as general demand. PAX and MOV are in scarce supply statewide when the number of courses available are less 
than 125% of the projected number of courses needed for the coming week. PAX and MOV are in sufficient 

https://www.health.state.mn.us/diseases/coronavirus/hcp/sotpaxpeds.pdf
https://www.health.state.mn.us/diseases/coronavirus/hcp/sotpaxpeds.pdf
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supply when medication quantity meets or exceeds 125% of the projected number of courses needed for the 
coming week. Projected demand takes into account any adjustments related to the levels of access that will be 
provided in the coming week, per clinical prioritization (refer to Section E. Stage 2: Clinical prioritization when 
supply is constrained, below). 

D. Stage 1: Sufficient supply means access is based on 
clinical eligibility 
1. Determine clinical eligibility based upon EUA criteria 

When there is a sufficient supply of PAX and MOV, the resource should be allocated in line with competent 
medical care, shared decision-making with patients, and appropriate stewardship of medications, but not a triage 
model. 

For treatment of COVID-19-positive patients, during conditions of either sufficient supply or scarcity, the following 
applies: 

 Patients being considered for PAX or MOV must have COVID-19 infection confirmed either by RT-PCR or by 
antigen testing (not serology). Home tests may be used at provider discretion, for example if the patient can 
provide proof of the positive result (e.g., by bringing the card showing the positive result or a time-stamped 
picture of it). Patients must also have at least one COVID-19 symptom. 

 Patients should be treated with PAX or MOV within five days of onset of COVID-19 symptoms and as soon as 
possible after their positive test result. 

 Patients should meet other clinical inclusion criteria, as specified by the FDA EUA for PAX and MOV. 

 Vaccinated patients should remain eligible for PAX and MOV if they develop breakthrough infections, and 
unvaccinated patients should not be penalized. 

At this time, the EUAs identify which types of patients are eligible and ineligible for PAX and MOV, but do not 
offer sufficient clinical information to construct clinical priority tiers – this is why MDH uses the M-MASS in this 
guidance. 

The EUA specifies that PAX is authorized “for the treatment of mild-to-moderate COVID-19 in adults 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.”1  

The EUA specifies that MOV is authorized for “the treatment of non-hospitalized patients with mild-to-moderate 
COVID-19 who are at high risk for progression to severe COVID-19, including hospitalization or death … and for 
whom alternative COVID-19 treatment options authorized by FDA are not accessible or clinically appropriate …” 
MOV is authorized for use only in patients 18 years of age and older.2 

Per the EUAs, PAX and MOV are not authorized for: 

 

1 FDA. Paxlovid EUA Letter to Karen Baker Director, Global Regulatory Affairs, Pfizer, Inc. 12/22/21. 
(www.fda.gov/media/155049/download) 
2 FDA. Molnupiravir EUA Letter to Sushma Kumar, Senior Director, Global Regulatory Affairs and Clinical Safety, Merck Sharp 
& Dohme Corp. 12/23/21. (www.fda.gov/media/155053/download) 

https://www.fda.gov/media/155049/download
https://www.fda.gov/media/155049/download
https://www.fda.gov/media/155053/download
https://www.fda.gov/media/155053/download
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 Patients requiring hospitalization for severe or critical COVID-19. 

 Patients seeking pre-exposure or post-exposure prophylaxis for COVID-19. 

 Use longer than five consecutive days. 

Providers should carefully consider information in the PAX EUA concerning contraindications, warnings, and drug 
interactions (refer to Appendix A). Providers should also note that the FDA does not recommend the use of MOV 
in pregnant or breastfeeding patients. Appendix B provides information about warnings and precautions for 
MOV. 

Access to and allocation of treatments must comply with state and federal laws that prohibit discrimination on 
any basis. For a resource on federal civil rights protections and guidance, providers may refer to the U.S. 
Department of Health and Human Services Civil Rights and COVID-19 (www.hhs.gov/civil-rights/for-
providers/civil-rights-covid19/). A resource on state nondiscrimination law is the Minnesota Department of 
Human Rights Your Civil Rights (https://mn.gov/mdhr/yourrights/). 

E. Stage 2: Clinical prioritization when supply is 
constrained 
When supplies of PAX and MOV are constrained, nonpregnant patients with lower M-MASS scores should be 
allocated MOV, reserving PAX and mAbs for higher-risk or pregnant patients, as described below in this section. 

1. M-MASS: modified Monoclonal Antibody Screening Score 

Recognizing that supply may not be sufficient to meet demand for PAX and MOV for prolonged periods of time, 
this framework recommends implementing a clinical prioritization process when under scarcity. Allocation will 
broaden as supplies increase. At least weekly, MDH will assess the depth of expected scarcity and inform sites 
receiving PAX and MOV what level of scarcity they should operate under. Because PAX and MOV are being 
deployed as rapid response countermeasures, it is not recommended that randomization be employed. 
Allocation should follow clinical prioritization guidelines, but still function on a first-come, first-served basis 
among these clinically prioritized patients to support rapid disbursement. This means that supply of PAX and 
MOV may be exhausted for the week before all patients in the relevant clinical priority tier receive an allocation. 

Under circumstances where demand for PAX and MOV from clinically eligible patients is expected to outstrip 
supply, MDH recommends using the modified Monoclonal Antibody Screening Score (M-MASS), which is a score 
adapted from Mayo Clinic published studies.3,4 The M-MASS is calculated as follows, on a scale of 0-19: 

 Age older than 65 years (2 points) 

 BMI more than 35 kg/m2 (2 points) 

 Diabetes mellitus (2 points) 

 

3 Bierle et al., “Monoclonal Antibody Treatment of Breakthrough COVID-19 in Fully Vaccinated Individuals with High-Risk 
Comorbidities.” 2021 MedRxiv (www.medrxiv.org/content/10.1101/2021.10.19.21265222v1) 
4 Razonable, R. R., Ganesh, R., & Bierle, D. M. (2022). Clinical Prioritization of Antispike Monoclonal Antibody Treatment of 
Mild to Moderate COVID-19. In Mayo Clinic Proceedings (Vol. 97, Issue 1, pp. 26–30). Elsevier BV 
(doi.org/10.1016/j.mayocp.2021.11.017) 

https://www.hhs.gov/civil-rights/for-providers/civil-rights-covid19/index.html
https://www.hhs.gov/civil-rights/for-providers/civil-rights-covid19/index.html
https://mn.gov/mdhr/yourrights/
https://www.medrxiv.org/content/10.1101/2021.10.19.21265222v1
https://www.medrxiv.org/content/10.1101/2021.10.19.21265222v1
https://doi.org/10.1016/j.mayocp.2021.11.017
https://doi.org/10.1016/j.mayocp.2021.11.017
https://doi.org/10.1016/j.mayocp.2021.11.017
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 Chronic kidney disease (3 points) 

 Cardiovascular disease in a patient older than 55 years (2 points) 

 Chronic respiratory disease in a patient older than 55 years (3 points) 

 Hypertension in a patient older than 55 years (1 point) 

 Immunocompromised status (4 points) 

The M-MASS is being employed because it is the only relevant guidance relating to clinical risk that grounds 
clinical priority tiers for outpatient pharmaceuticals. The EUAs for PAX and MOV reference conditions and factors 
that increase risk for hospitalization and death with COVID-19, but provide no information upon which to base 
prioritization among these high-risk patients. 

Additionally, patients who are pregnant should be clinically prioritized, independent of their M-MASS score. Based 
on data on pregnancy and the risk of severe COVID-19, pregnancy should be included as a priority condition for 
allocation of treatment.  

2. Prioritized access based upon M-MASS score 

When supply is insufficient for all who are clinically eligible, access will require prioritization of patients at higher 
risk. Minnesota has received a limited supply of oral antivirals from the federal government and is starting in a 
situation of scarcity; therefore, prioritized access will begin by prioritizing patients who are pregnant or have a M-
MASS score of 4 or higher. As supply increases, prioritization will expand to patients with a M-MASS score of 3 or 
higher or if pregnant, followed by scores of 2 or if pregnant, and so on until there is sufficient supply to move into 
Stage 1 (sufficient to treat all eligible patients).  

MDH will determine the current M-MASS score being prioritized on a weekly basis, based on supply and 
demand, and will communicate this to providers and health systems. If scarcity recurs, either due to lack of 
supply of oral antivirals or a surge in new cases, systems should be ready to move back into Stage 2 and prioritize 
patients at higher M-MASS scores, as directed by MDH. 

Patients with a prioritized M-MASS score or pregnant 

 When supply of PAX is especially scarce, patients who are clinically eligible and who have an M-MASS score 
at or above the prioritized threshold or who are pregnant should be prioritized for allocation of PAX. 
Patients with lower M-MASS who can take MOV (i.e., who are not pregnant or breastfeeding) should not be 
allocated PAX when supply is scarce, but allocation will broaden to include these patients as supply increases. 

 If a patient with a prioritized M-MASS score is not clinically eligible for PAX due to medical contraindications 
(e.g., severe renal impairment with GFR less than 30mL/min, or significant drug interactions that cannot be 
safely modified), they should be referred for monoclonal antibody therapy (mAbs) OR prioritized over patients 
with lower M-MASS for MOV if clinically eligible and if mAb therapy is unavailable. 

Pregnant patients may be allocated mAbs or PAX. There are no specific safety data on the use of PAX in 
pregnancy; however, the NIH COVID-19 Treatment Guidelines Panel has recommended that this therapy should 
not be withheld from a pregnant patient if the potential benefits outweigh the potential risks.5 The American 
College of Obstetricians and Gynecologists (ACOG) have also recommended that clinicians may consider the use of 

 

5 National Institutes of Health: COVID-19 Treatment Guidelines. Interim Statement on Patient Prioritization for Outpatient 
Anti-SARS-CoV-2 Therapies or Preventive Strategies When There Are Logistical or Supply Constraints. 
(www.covid19treatmentguidelines.nih.gov/therapies/statement-on-patient-prioritization-for-outpatient-therapies/) 

https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-patient-prioritization-for-outpatient-therapies/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-patient-prioritization-for-outpatient-therapies/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-patient-prioritization-for-outpatient-therapies/
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PAX in eligible pregnant patients, particularly if one or more additional clinical risk factors are present.6 Clinicians 
should weigh the available data against the individual risks of COVID-19 in pregnancy in each situation. 

 Patients who are clinically eligible for both PAX and mAbs should be engaged by their providers in a discussion 
of the relative risks/benefits of mAbs and PAX to allow for a decision about which therapy will be prescribed. 

▪ In situations of scarcity, patients who have filled a prescription for PAX should not be allocated mAbs 
UNLESS they are unable to complete the treatment course due to adverse effects or their provider feels a 
switch to a mAb is clinically indicated. 

Nonpregnant patients with M-MASS below the prioritization threshold 

 Nonpregnant patients who are clinically eligible and who have a M-MASS score below the prioritization 
threshold may be allocated MOV. Among this group, given that supply of MOV may be insufficient to meet 
need, priority should be given to patients who face higher risk of hospitalization or death, both to protect 
those individual patients and to preserve health care capacity in the state, which is currently strained. Data 
show that patients who are not fully vaccinated (defined as having received, at least two weeks prior, two 
doses of an mRNA vaccine (Pfizer-BioNTech and Moderna) or one dose of the Janssen/Johnson & Johnson 
vaccine) can face higher risks of hospitalization and death than fully vaccinated patients. Based on this, the 
National Institutes of Health (NIH) guidance states that vaccination status should be considered in assessing 
risk.7 Clinicians may also prescribe MOV to fully vaccinated patients with lower M-MASS scores if they have 
particular concerns about possible poor outcomes in these patients – for example, patients with additional 
clinical risk factors for severe illness that are not part of the M-MASS (refer to CDC: People with Certain 
Medical Conditions (www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-
conditions.html) for examples). As scarcity lessens (but persists), more vaccinated patients with lower M-
MASS scores may be allocated MOV. 

▪ Patients who have filled a prescription for MOV may also be eligible for mAbs at their provider’s 
discretion. 

Remdesivir 

If other therapeutic agents, such as PAXor mAbs, are unavailable and outpatient remdesivir is available, 
clinicians may consider this treatment option for patients, again prioritizing patients with higher M-MASS 
scores or if pregnant above patients with lower M-MASS scores. 

On Dec. 23, 2021, the National Institutes of Health COVID-19 Treatment Guidelines Panel issued a 
recommendation to consider the use of remdesivir for outpatient treatment of patients with mild to moderate 
COVID-19 at high risk of clinical progression.8 This recommendation is based on results from a clinical study 
showing that three consecutive days of IV remdesivir resulted in a significant reduction in hospitalizations and 
deaths compared to placebo. 

 

6 ACOG: COVID-19 FAQs for Obstetrician-Gynecologists, Obstetrics. (www.acog.org/clinical-information/physician-faqs/covid-
19-faqs-for-ob-gyns-obstetrics) 
7 National Institutes of Health: COVID-19 Treatment Guidelines. Interim Statement on Patient Prioritization for Outpatient 
Anti-SARS-CoV-2 Therapies or Preventive Strategies When There Are Logistical or Supply Constraints. 
(www.covid19treatmentguidelines.nih.gov/therapies/statement-on-patient-prioritization-for-outpatient-therapies/) 
8 National Institutes of Health: COVID-19 Treatment Guidelines. Statement on the Use of Anti-SARS-CoV-2 Monoclonal 
Antibodies or Remdesivir for the Treatment of COVID-19 in Nonhospitalized Patients When Omicron Is the Predominant 
Circulating Variant. (www.covid19treatmentguidelines.nih.gov/therapies/statement-on-anti-sars-cov-2-mabs-and-rdv-and-
omicron/) 

https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html
https://www.acog.org/clinical-information/physician-faqs/covid-19-faqs-for-ob-gyns-obstetrics
https://www.acog.org/clinical-information/physician-faqs/covid-19-faqs-for-ob-gyns-obstetrics
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-patient-prioritization-for-outpatient-therapies/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-patient-prioritization-for-outpatient-therapies/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-patient-prioritization-for-outpatient-therapies/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-anti-sars-cov-2-mabs-and-rdv-and-omicron/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-anti-sars-cov-2-mabs-and-rdv-and-omicron/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-anti-sars-cov-2-mabs-and-rdv-and-omicron/
https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-anti-sars-cov-2-mabs-and-rdv-and-omicron/
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 Dosing is 200mg IV on day one, followed by 100mg IV once daily on days two and three. 

 Treatment should be initiated as soon as possible and within seven days of symptom onset. 

 Remdesivir is currently FDA-approved for treatment of COVID-19 in both hospitalized and nonhospitalized 
patients ages 12 and up. It remains under an emergency use authorization (EUA) for patients under 12, which 
was expanded to include use for outpatient treatment. As remdesivir is not a federal asset being distributed 
by the U.S. Department of Health and Human Services, it is possible that use in the outpatient setting may not 
be covered by insurance. Patients should be informed of this and facilities should work with patients to assist 
them with any insurance coverage issues, such as providing documentation of the need for therapy and citing 
recommendations from NIH and MDH, as needed. 

 There may be significant logistical barriers to the administration of remdesivir in the outpatient setting. Not all 
health care facilities will have the capacity to offer this treatment. 

Bebtelovimab 

FDA currently recommends that if other therapeutic agents are unavailable or clinically inappropriate, clinicians 
may consider this treatment option for patients, again prioritizing patients with higher M-MASS scores or if 
pregnant above patients with lower M-MASS scores. Please refer to NIH COVID-19 Treatment Guidelines for the 
most up to date recommendations.9 

 On Feb. 11, 2022, the FDA issued an EUA for a new mAb named bebtelovimab. Bebtelovimab is currently 
authorized for the treatment of mild to moderate COVID-19 in adults and pediatric patients (12 years of age 
and older weighing at least 40 kilograms, which is about 88 pounds) with a positive COVID-19 test, and who 
are at high risk for progression to severe COVID-19, including hospitalization or death, and for whom 
alternative COVID-19 treatment options approved or authorized by the FDA are not accessible or clinically 
appropriate. 

 Clinical trial data on bebtelovimab is currently insufficient to estimate its efficacy at reducing the risk of 
hospitalization due to COVID-19 or death in high-risk patients.  

For all available therapeutics, allocation decisions should consider whether the patient is imminently and 
irreversibly dying or terminally ill with life expectancy under six months (e.g., eligible for admission to hospice). 
If supply of PAX and MOV is scarce, patients in this group should not receive priority for access. If supply is 
sufficient, then patients who are terminally ill with life expectancy under six months should be considered as 
candidates for PAX or MOV, as appropriate. 

Appendix A 
Information on contraindications and drug interactions for PAX 
From FDA: Fact Sheet for Healthcare Providers: Emergency Use Authorization for Paxlovid 
(www.fda.gov/media/155050/download). 

Contraindications 

 History of clinically significant hypersensitivity reactions to the active ingredients (nirmatrelvir or ritonavir) or 
any other components.  

 

9 National Institutes of Health: COVID-19 Treatment Guideline (https://www.covid19treatmentguidelines.nih.gov/ 

https://www.fda.gov/media/155050/download
https://www.fda.gov/media/155050/download
https://www.covid19treatmentguidelines.nih.gov/
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 Co-administration with drugs highly dependent on CYP3A for clearance and for which elevated concentrations 
are associated with serious and/or life-threatening reactions. 

 Co-administration with potent CYP3A inducers where significantly reduced nirmatrelvir or ritonavir plasma 
concentrations may be associated with the potential for loss of virologic response and possible resistance. 

Warnings and precautions 

 The concomitant use of PAXLOVID and certain other drugs may result in potentially significant drug 
interactions. Consult the full prescribing information prior to and during treatment for potential drug 
interactions. 

 Hepatotoxicity: Hepatic transaminase elevations, clinical hepatitis, and jaundice have occurred in patients 
receiving ritonavir. 

 HIV-1 drug resistance: PAXLOVID use may lead to a risk of HIV-1 developing resistance to HIV protease 
inhibitors in individuals with uncontrolled or undiagnosed HIV-1 infection. 

Drug interactions 

Refer to Table 1 on pages 9-15 of FDA: Fact Sheet for Healthcare Providers: Emergency Use Authorization for 
Paxlovid (www.fda.gov/media/155050/download). 

Appendix B 
Information on warnings and precautions for MOV 
From FDA: Fact Sheet for Providers: Emergency Use Authorization for Molnupiravir 
(www.fda.gov/media/155054/download). 

Warnings and precautions 

 Embryo-fetal toxicity: Molnupiravir is not recommended for use during pregnancy. 

▪ Based on findings from animal reproduction studies, molnupiravir may cause fetal harm when 
administered to pregnant people. There are no available human data on the use of molnupiravir in 
pregnant people to evaluate the risk of major birth defects, miscarriage, or adverse maternal or fetal 
outcomes; therefore, molnupiravir is not recommended for use during pregnancy. 

▪ When considering molnupiravir for a pregnant person, the prescribing health care provider must 
communicate the known and potential benefits and the potential risks of using molnupiravir during 
pregnancy to the pregnant person. Molnupiravir is authorized to be prescribed to a pregnant person only 
after the health care provider has determined that the benefits would outweigh the risks for that 
individual patient. 

▪ If the decision is made to use molnupiravir during pregnancy, the prescribing health care provider must 
document that the known and potential benefits and the potential risks of using molnupiravir during 
pregnancy were communicated to the pregnant person. 

▪ Advise people of childbearing potential of the potential risk to a fetus and to use an effective method of 
contraception correctly and consistently, as applicable, during treatment with molnupiravir and for four 
days after the final dose. 

▪ Prior to initiating treatment with molnupiravir, assess whether a person of childbearing potential is 
pregnant or not, if clinically indicated. Pregnancy status does not need to be confirmed in patients who 

https://www.fda.gov/media/155050/download
https://www.fda.gov/media/155050/download
https://www.fda.gov/media/155054/download
https://www.fda.gov/media/155054/download
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have undergone permanent sterilization or are currently using an intrauterine system or contraceptive 
implant, or in whom pregnancy is not possible. In all other patients, assess whether the patient is 
pregnant based on the first day of the last menstrual period in people who have regular menstrual cycles, 
use of a reliable method of contraception correctly and consistently, or having had a negative pregnancy 
test. A pregnancy test is recommended if the person has irregular menstrual cycles, is unsure of the first 
day of last menstrual period, or is not using effective contraception correctly and consistently. 

 Bone and cartilage toxicity: Molnupiravir is not authorized for use in patients under 18 years of age, because it 
may affect bone and cartilage growth. 

Use in specific populations 

 Pregnancy: The use of molnupiravir is not recommended during pregnancy, as above. Advise people of 
childbearing potential to use effective contraception correctly and consistently, as applicable, for the duration 
of treatment and for four days after the last dose of molnupiravir. 

 Lactation: Breastfeeding is not recommended during treatment and for four days after the last dose of 
molnupiravir. A lactating person may consider interrupting breastfeeding and may consider pumping and 
discarding breast milk during treatment and for four days after the last dose of molnupiravir. 

Appendix C 
Information on monoclonal antibody therapies 
 Therapeutic Options for COVID-19 Patients 

(www.health.state.mn.us/diseases/coronavirus/hcp/therapeutic.html) 
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