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Background 

On December 23, 2021 the FDA issued an Emergency Use Authorization (EUA) for Merck’s Molnupiravir.  Molnupiravir is 
authorized 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 AUTHORIZED for: 
• Patients less than 18 years of age
• Initiation of treatment in patients requiring hospitalization due to severe or critical COVID-19
• Pre-exposure or post-exposure prophylaxis for prevention of COVID-19
• Use longer than 5 consecutive days

The primary data supporting the EUA for Molnupiravir were derived from a randomized, double-blind, placebo-controlled 
trial of symptomatic, unvaccinated adults 18 and older with a pre-specified risk factor of progressing to severe disease 
(including age over 60).  During 29 days of follow-up, Molnupiravir significantly reduced the proportion of people 
experiencing hospitalization or death from any cause by 30% (adjusted relative risk reduction) compared to placebo 
among patients treated within five days of symptom onset. Of the 709 test subjects who received molnupiravir, 6.8% were 
hospitalized or died within this time period compared to 9.7% of the 699 people who received a placebo. Of those who 
received molnupiravir, one (1) died during the follow-up period compared to nine (9) people who received placebo. 

Molnupiravir Supply 

PharMerica has proactively reached out to State/Jurisdictional Departments of Health requesting allocation of oral 
countermeasures but this does not guarantee supply.  We recommend facilities in need of Molnupiravir also contact their 
local health departments. 

Important Information about Molnupiravir – Consult EUA Fact Sheet for Full Prescribing Information 

Molnupiravir should be initiated as soon as possible after diagnosis of COVID-19 AND within 5 days of symptom onset 
and must be prescribed individually. 

Molnupiravir is given orally as (4) molnupiravir 200 mg capsules (800mg molnupiravir total) every 12 hours for 5 days, 
with or without food. 

Common adverse events include diarrhea, nausea, and dizziness. 

No contraindications or drug interactions have been identified based on the limited available data for EUA. 

Warnings and Precautions of Molnupiravir include: 

• Embryo-Fetal Toxicity: Molnupiravir is not recommended for use during pregnancy.
• Bone and Cartilage Toxicity: Molnupiravir is not authorized for use in patients less than 18 years of age because

it may affect bone and cartilage growth.

PharMerica, along with the writers, editors, and reviewers of this informational guide cannot be held responsible for the continued currency of information, for any 
errors or omissions and for any consequences arising from this guideline 

https://www.fda.gov/media/155054/download



