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RATIONALE FOR INCLUSION IN PA PROGRAM 

Background 

Coronavirus disease 2019 (COVID-19) is caused by the novel coronavirus SARS-CoV-2. SARS-

CoV-2 is an RN virus that is associated with acute respiratory tract illness in humans. Symptoms 

may be mild to severe and generally occur within 2 to 14 days of exposure to SARS-CoV-2. The 

clinical course of COVID-19 is variable, but severe outcomes, including death, have occurred. 

Between 20- 30% of patients hospitalized do require mechanical respiratory support (1). 

 

The intent of this criteria is to provide coverage consistent with product labeling, FDA guidance, 

standards of medical practice, evidence-based drug information, and/or published guidelines. 

Molnupiravir has been granted an emergency use authorization (EUA) by the FDA. Molnupiravir is 

a prodrug that is metabolized by the virus into a nucleoside analog. The nucleoside analog is 

erroneously incorporated into the viral genome resulting in inhibition of replication. Paxlovid has full 

regular FDA-approval for use in adults 18 years and older, while use in pediatric patients 12 to 17 

years of age is covered under the emergency use authorization (EUA). Paxlovid is a combination 

of nirmatrelvir and ritonavir. Nirmatrelvir targets the SARS-CoV-2 main protease (Mpro), inhibiting 

protein processing and leading to inhibition of replication. Ritonavir inhibits the metabolism of 

nirmatrelvir, allowing it to exert its therapeutic effect longer before being inactivated (2-4). 

 

Regulatory Status  

Indications granted by the FDA: (2-4) 

1. Molnupiravir 

• Emergency Use Authorization: The U.S. Food and Drug Administration (FDA) has 

issued an EUA for the emergency use of the unapproved molnupiravir, a nucleoside 

analogue that inhibits SARS-CoV-2 replication by viral mutagenesis for the 

treatment of mild-to-moderate coronavirus disease 2019 (COVID-19) in adults with 

positive results of direct SARS-CoV-2 viral testing who are at high risk for 

progressing to severe COVID-19, including hospitalization or death, and for whom 

alternative COVID-19 treatment options authorized by FDA are not accessible or 

clinically appropriate. Molnupiravir is not FDA-approved for any use including for use 
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for the treatment of COVID-19. Prior to initiating treatment with molnupiravir, 

carefully consider the known and potential risks and benefits. 

i. Limitations of authorized use: 

1. Molnupiravir is not authorized: 

a. For use in patients less than 18 years of age 

b. For initiation of treatment in patients requiring hospitalization 

due to COVID-19. Benefit of treatment with molnupiravir has 

not been observed in subjects when treatment was initiated 

after hospitalization due to COVID-19. 

c. For use longer than 5 consecutive days. 

d. For pre-exposure or post-exposure prophylaxis for prevention 

of COVID-19. 

 

2. Paxlovid  

• FDA-approved indication: Paxlovid is indicated for the treatment of mild-to-moderate 

coronavirus disease 2019 (COVID-19) in adults who are at high risk for progression 

to severe COVID-19, including hospitalization or death. 

i. Limitations of use: Paxlovid is not approved for use as pre-exposure or post-

exposure prophylaxis for prevention of COVID-19. ( 

• Emergency Use Authorization: The U.S. Food and Drug Administration has issued 

an EUA for the emergency use of the unapproved Paxlovid which includes 

nirmatrelvir, a SARS-CoV-2 main protease (Mpro: also referred to as 3CLpro or 

nsp5 protease) inhibitor, and ritonavir, an HIV-1 protease inhibitor and CYP3A 

inhibitor, for the treatment of mild-to-moderate coronavirus disease 2019 (COVID-

19) in pediatric patients (12 years of age and older weighing at least 40 kg) with 

positive results of direct severe acute respiratory syndrome coronavirus 2(SARS-

CoV-2) viral testing, and who are at high risk for progression to severe COVID-19, 

including hospitalization or death. 

i. Limitations of authorized use: 

1. Paxlovid is not authorized:  
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a. For initiation of treatment in patients requiring hospitalization 

due to severe or critical COVID-19. 

b. For pre-exposure or post-exposure prophylaxis for prevention 

of COVID-19. 

c. For use longer than 5 consecutive days. 

 

The EUA of molnupiravir does not allow use in pediatric patients less than 18 years of age (2).  

 

Paxlovid is approved for use in adults 18 years of age or older, while the EUA of Paxlovid does not 

allow use in pediatric patients less than 12 years of age and weighing less than 40 kg (3,4). 

 

Summary 

Molnupiravir and Paxlovid (nirmatrelvir and ritonavir) are antiviral agents granted authorization 

under an FDA emergency use agreement or full FDA approval for the treatment of mild-to-

moderate COVID-19. These agents are not for use in patients that are hospitalized. The agents are 

to be started within 5 days of symptom onset and to be taken for no longer than 5 consecutive 

days (1-3). 

Prior approval is required to ensure the safe, clinically appropriate, and cost-effective use of 

molnupiravir and Paxlovid while maintaining optimal therapeutic outcomes.  
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