11/15/21

33

Prepared for educational purposes, for the November 8, 2021 NAIIS COVID-19 Vaccine webinar. Not to be distributed or forwarded further.

Chime Nnadi, MD, PhD, Senior Director, US Vaccine Medical Affairs, Janssen
Infectious Diseases & Vaccines

November 8, 2021

Pictured: a
representation of a

coronavirus

~ . )
Infectious Diseases
Janssen)' & Vaccines

prarmaceuTICAL compaes o (ohmwon-Johmon

Prepared for educational purposes, for the November 8, 2021 NAIIS COVID-19 Vaccine webinar. Not to be distributed or forwarded further.

34

14 f H
Janssen’s Quest for a COVID-19 Vaccine
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Booster Emergency VRBPAC voted unanimously in support of

: H | |:| a booster dose amendment to the EUA
Use AUtho”zatlon I—-—I for individuals 18 and older at least two

& Recommendations months after primary vaccination.

FDA issued EUA for a booster dose following
Johnson & Johnson primary vaccination. !

FDA issued EUA for the Johnson & Johnson
COVID-19 Vaccine to boost other authorized
COVID-19 vaccines.

.@L ACIP unanimously recommended a
booster dose.
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1 Commissioner, Office of the. “Coronavirus (COVID-19) Update: FDA Takes Additional Actions on the Use of a Booster Dose for Covid-19. Vaccines. " U.S. Food and Drug Administration,
FDA. ht fd
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What's Next: A Look Ahead to Upcoming Milestones

Data Readouts and Clinical Trials Regulatory Milestones

Variant COV2007 Study Biologics License

Application (BLA)

COV-Boost and Submission

COV2008 Studies
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