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J&J 
COVID-19
Vaccine

• Six cases of unusual blood 
clots 

• Preliminary reports of 
anxiety-related events 
following vaccination

• Manufacturing issues in 
the US delaying vaccine 
supply

https://www.nytimes.com/interactive/2021/world/covid-vaccinations-tracker.html

https://www.nytimes.com/interactive/2021/world/covid-vaccinations-tracker.html


• Recombinant nanoparticle technology using proprietary saponin-based 
Matrix-M™ adjuvant
• Purified protein is encoded by the genetic sequence of the SARS-CoV-2 spike (S) protein 

and is produced in insect cells

• Stored under refrigerated temperatures

• 2 – dose regimen (0 day and 21 days, IM)

• SARS-CoV-2 rS (5 µg) + Matrix-M1 adjuvant (50 µg) 

• 89.3% vaccine efficacy in an UK study

• 48.6% vaccine efficacy in a South Africa study

• Cross-over of study participants initiated in both UK and South Africa 
clinical trials

Novavax COVID-19 Vaccine



• A randomized, placebo-controlled in 30,000 participants 18 years and 
older
• Placebo (saline) versus [SARS-CoV-2 rS (5 µg) + Matrix-M1 adjuvant (50 µg) ]

• 2-dose regimen (0 day and 21 days, IM)

• Enrollment completed in February 2021

• Cross-over of study participants planned

• Target submission end of the month

• Manufacturing partnership with GSK

Novavax COVID-19 Vaccine
Phase 3 US & Mexico Study 



March 31, 2021, the FDA 
approved the following label 
updates for Moderna COVID-19 
vaccine
• Two different vial presentations 

of their vaccine
• Vial with 10-11 doses

• Vial with 13-15 doses

• Storage and handling improved
• Vaccine vials to remain at room 

temperature conditions for a 
longer period (total of 24 hours 
from previous 12 hours)

• Additionally, a punctured vial is 
now useable for up to 12 hours, 
an increase from the previous 6 
hours

Moderna 
COVID-19
Vaccine

https://www.nytimes.com/interactive/2021/world/covid-vaccinations-tracker.html

https://www.nytimes.com/interactive/2021/world/covid-vaccinations-tracker.html


• Of the 44,000 participants 16 years of age and older in the Phase 3 
study, >12,000 participants have at least six months follow-up after 
their second dose

• In the US, Pfizer reported 91.3% vaccine efficacy observed against 
COVID-19, measured seven days though up to six months after the 
second dose

• The vaccine was 100% effective in preventing severe disease

• In South Africa [B1.341], among 800 participants, 9 cases of COVID-19 
were observed, all in the placebo group, indication vaccine efficacy of 
100%

• Six of the nine cases confirmed via sequencing to be the B.1.351 
lineage

Pfizer COVID-19 Vaccine Updates
Phase 3 -Six months Follow-up



Pfizer 
COVID-19
Vaccine

• Pfizer stated with 
favorable efficacy and 
safety of the vaccine 
positions to submit a 
Biologics License 
Application to the US FDA

https://www.nytimes.com/interactive/2021/world/covid-vaccinations-tracker.html

https://www.nytimes.com/interactive/2021/world/covid-vaccinations-tracker.html


COVID-19 Vaccine 
B.1.351 variant (South Africa)





COVID-19 Vaccine 
Special Populations



• Pfizer has initiated a global clinical trial to evaluate 
COVID-19 vaccine in pregnant women.
• Enroll ~4,000 healthy pregnant women 18 years of age or older 

vaccinated during 24 to 34 weeks of gestation 

• U.S., Canada, Argentina, Brazil, Chile, Mozambique, South Africa,        
U.K., and Spain

• Two doses of the vaccine or placebo administered 21 days apart. 

• Enrollment began in late February 

• Will assess safety in infants of vaccinated pregnant women and the 
transfer of potentially protective antibody to their infants through             
~ 6 months of age. 

• Infants will be monitored through approximately six months of age

Pfizer COVID-19 Vaccine 
Study in Pregnant Women



• The study enrolled 2,260 adolescents 12 to 15 years of age in the US
• 1,131 in the vaccine group and 1,129 in the placebo group

• 100% vaccine efficacy observed in this population
• 18 cases of COVID-19 observed in the placebo group versus non

• April 9, 2021, the company submitted the results to the FDA and requested 
an amendment to the Emergency Use Authorization to expand use in the 
adolescents 12-15 years of age.

Pfizer COVID-19 Vaccine Updates
Phase 3 Adolescent Study 
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