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Virology: BA.2 Rules

https://covid.cdc.gov/covid-data-tracker/#variant-proportions







COVID-NET: Lab-Confirmed COVID-19–Associated 
Hospitalization Rates Stratified by Age

Slide credit: clinicaloptions.comgis.cdc.gov/grasp/COVIDNet/COVID19_3.html
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COVID-19 Treatment Recommendations for
Symptomatic Outpatients Patients

https://www.covid19treatmentguidelines.nih.gov/management/clinical-management/clinical-
management-summary/

• Criteria for treatment
• Confirmed diagnosis
• Mild to moderate 

symptoms
• At least 1 risk factor for 

progression



Memorandum Explaining Basis for Declining Request for Emergency 
Use Authorization of Fluvoxamine Maleate Updates

On December 21, 2021, the FDA received a submission requesting (EUA) of fluvoxamine maleate for the 
“outpatient treatment of adults 24 years and older to prevent progression to severe COVID19 and/or 
hospitalization”.  

• The request is primarily based on results from the TOGETHER trial, a randomized, double-blind, placebo-controlled platform trial in high-risk, 
symptomatic adult outpatients in Brazil. 

The primary endpoint was a composite of

• Emergency room visits due to the clinical worsening of COVID-19 (defined as remaining under observation for greater than 6 hours) and
• Hospitalization due to progression of COVID-19 (defined as worsening of viral pneumonia and/or complications), up to 28 days after randomization. 

While the study met its primary endpoint, the results were primarily driven by a reduction in the emergency 
department visits lasting greater than 6 hours

• The treatment benefit of fluvoxamine was not persuasive when focusing on clinically meaningful outcomes such as proportion of patients 
experiencing hospitalizations or hospitalizations and deaths.

• FDA has determined that the data are insufficient to conclude that fluvoxamine may be effective in the treatment of nonhospitalized patients with 
COVID-19 to prevent progression to severe disease and/or hospitalization. 

• The FDA has determined that the criteria for issuance of an EUA are not met and is declining to issue an EUA covering fluvoxamine for the 
treatment of COVID-19 at this time. 



Remdesivir and three other drugs for hospitalised patients with COVID-19: final 
results of the WHO Solidarity randomised trial and updated meta-analyses. 

WHO Solidarity Trial Consortium:   METHODS

Solidarity enrolled consenting adults (aged ≥18 years) recently hospitalized with, definite COVID-19 and 
no contraindication to any of the study drugs, regardless of any other patient characteristics. 

Participants were randomly allocated, in equal proportions between the locally available options, to 
receive whichever of the four study drugs 

•lopinavir, hydroxychloroquine, IFN-β1a, or remdesivir were locally available at that time or no study drug (controls).
•All patients also received the local standard of care. No placebos were given. 

The protocol-specified primary endpoint was:

•In-hospital mortality, subdivided by disease severity. 

Secondary endpoints were:

•Progression to ventilation if not already ventilated, and time-to-discharge from hospital. 

The Lancet: Published:May 02, 2022DOI:https://doi.org/10.1016/S0140-6736(22)00519-0

https://doi.org/10.1016/S0140-6736(22)00519-0


Remdesivir and three other drugs for hospitalised patients with COVID-19: final 
results of the WHO Solidarity randomised trial and updated meta-analyses. 
WHO Solidarity Trial Consortium: METHODS

The Lancet: Published:May 02, 2022DOI:https://doi.org/10.1016/S0140-6736(22)00519-0

Findings
• Between March 22, 2020, and Jan 29, 2021,  14, 304 potentially eligible patients were recruited from 454 hospitals in 35 countries in all six WHO 

regions. Of which 14 221 patients were enrolled, including 8275 randomly allocated (1:1) either to remdesivir (ten daily infusions, unless discharged 
earlier) or to its control (allocated no study drug although remdesivir was locally available). 

• Overall, 602 (14·5%) of 4146 patients assigned to remdesivir died versus 643 (15·6%) of 4129 assigned to control (mortality rate ratio [RR] 0·91 [95% 
CI 0·82–1·02], p=0·12). 

• Of those already ventilated, 151 (42·1%) of 359 assigned to remdesivir died versus 134 (38·6%) of 347 assigned to control (RR 1·13 [0·89–1·42], 
p=0·32). 

• Of those not ventilated but on oxygen, 14·6% assigned to remdesivir died versus 16·3% assigned to control (RR 0·87 [0·76–0·99], p=0·03). 
• Of 1730 not on oxygen initially, 2·9% assigned to remdesivir died versus 3·8% assigned to control (RR 0·76 [0·46–1·28], p=0·30).
• Combining all those not ventilated initially, 11·9% assigned to remdesivir died versus 13·5% assigned to control (RR 0·86 [0·76–0·98], p=0·02) and 

14·1% versus 15·7% progressed to ventilation (RR 0·88 [0·77–1·00], p=0·04). 
• The non-prespecified composite outcome of death or progression to ventilation occurred in 19·6% assigned to remdesivir versus 22·5% assigned to 

control (RR 0·84 [0·75–0·93], p=0·001).
• A meta-analysis of mortality in all randomised trials of remdesivir versus no remdesivir yielded similar findings.

Interpretation
• Remdesivir has no significant effect on patients with COVID-19 who are already being ventilated. Among other hospitalised patients, it has a small 

effect against death or progression to ventilation (or both).

https://doi.org/10.1016/S0140-6736(22)00519-0


Remdesivir and three other drugs for hospitalised patients with COVID-19: final results of the 
WHO Solidarity randomised trial and updated meta-analyses. WHO Solidarity Trial Consortium:

Death Outcome



Baricitinib Receives FDA Approval for the Treatment of 
Hospitalized Patients With COVID-19

The FDA previously granted emergency use authorization (EUA) to baricitinib for 
use in combination with remdesivir as a treatment for adults and pediatric 
patients hospitalized with COVID-19. 

• The EUA was later updated to authorize the use of baricitinib as a standalone treatment. 
• Baricitinib remains under EUA status for hospitalized patients aged 2 to 17 years who require 

supplemental oxygen, mechanical ventilation or extracorporeal membrane oxygenation (ECMO).

The new indication of baricitinib is supported by two randomized, double-blind, 
placebo-controlled phase 3 studies that demonstrated mortality benefits

• ACTT-2
• COV-Barrier



Vaccine Update
Update March 29, 2022
• Second mRNA booster allowed for persons over age 50 or who are 

immunocompromised at least 4 months since the initial booster
• Persons who received J and J vaccine and a booster dose at least 4 months 

ago may receive a second booster with an mRNA vaccine

• Pfizer-BioNTech COVID-19 Vaccine Booster Dose FDA approved for Children 5-11 
years



The FDA has determined that the known and potential benefits of a single booster dose of the Pfizer-BioNTech COVID-19 Vaccine 
for children 5 through 11 years of age at least five months after completing a primary series outweigh its known and potential risks

• A booster dose can help provide continued protection against COVID-19 in this and older age groups.

Data Supporting Effectiveness

• The EUA for a single booster dose of the Pfizer-BioNTech COVID-19 Vaccine for children 5 through 11 years of age is based on FDA’s analysis of immune response 
data in a subset of children from the ongoing randomized placebo-controlled trial that supported the October 2021 authorization of the Pfizer-BioNTech COVID-
19 Vaccine primary series in this age group. 

• Antibody responses were evaluated in 67 study participants who received a booster dose 7 to 9 months after completing a two-dose primary series of the Pfizer-
BioNTech COVID-19 Vaccine. The antibody level against the SARS-CoV-2 virus one month after the booster dose was increased compared to before the booster 
dose.

FDA Evaluation of Safety

• The safety of a single booster dose of the Pfizer-BioNTech COVID-19 Vaccine in this age group was assessed in approximately 400 children who received a booster 
dose at least five months (range 5 to 9 months) after completing a two-dose primary series. The most commonly reported side effects were pain, redness and 
swelling at the injection site, as well as fatigue, headache, muscle or joint pain and chills and fever.




