Wednesday, December 9th 2020- 6:00-7:30pm 
COVID-19 Vaccines: A Primer on Vaccine Trials and the Emergency Use Authorization Process for Health Care Providers
SPH website- COVID-19 Vaccines: A Primer on Vaccine Trials and the Emergency Use Authorization Process for Health Care Providers | UMD School of Public Health
YouTube link - COVID-19 Vaccines: A Primer on Vaccine Trials and the Emergency Use Authorization Process - YouTube
FB Live- Not streamed on Facebook
Speakers include:
· Karen Kotloff, MD, Professor of Pediatrics, University of Maryland School of Medicine (invited)
· Monica McArthur, MD PhD, Assistant Professor of Pediatrics, University of Maryland School of Medicine, Center for Vaccine Development and Global Health
· Carol Ritter, MD, Johns Hopkins Hospital
· Sandra Quinn, PhD, Professor and Chair, Department of Family Science, University of Maryland School of Public Health Center for Health Equity
· Stephen Thomas, PhD, Professor, University of Maryland School of Public Health and Director, Maryland Center for Health Equity
· Omar Neal, Former Mayor of Tuskegee Alabama and Host of You Got the Power Syndicated Radio Show
· Boris Lushniak, MD, MPH, Professor and Dean at the University of Maryland School of Public Health

Questions answered 
6:18pm 
Q. Will everyone involved in the trial receive the vaccine? Or will some get a placebo?
A. The vaccine trial is placebo controlled.  2/3 of the participants will receive vaccine and 1/3 will receive placebo.
6.29pm 
Q. Please cover how one can determine the demographic profiles of those involved in the vaccine companies’ trials. In short, how can we know if an EUA vaccine has been used with a wide range of demographic groups and populations? The medical field has a long way to go to ensure minority groups are well represented in clinical trials.
A. Each company submits a trial application to the FDA advisory committee (VRBPAC) for EUA.  The application is publicly available.  It details the demography of the study participants.
6:39pm
Q. Where can I find information to attend the committee meeting tomorrow?
A. https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-december-10-2020-meeting-announcement
6:41pm
Here is the Pfizer application link describing the study results. https://www.fda.gov/media/144245/download
6:45pm 
Q. How can we address the lack of data for children and pregnant women and older people?
A. Older people have been represented in the trials.  Safety and effectiveness in adults was needed before children could be enrolled.  Plans to test the vaccine in younger age groups in 2021.  Pregnant women will follow.
7:02pm 
 Q. I was told that Pfizer DID NOT receive US funding.  Are you now saying they did get money??
A. Pfizer did not receive funding but Moderna did
7:03pm 
Q. Thank you, Dr McArthur, for that clarification about the concurrent time. However, one difference with EUA is that you do not have the longitudinal data - correct?
A. yes, Joann, that is correct.  But the EUA also requires ongoing safety monitoring and further research.
The duration of follow up data is shorter for the EUA
7:05pm 
7:18pm 
Q. Does the vaccine mRNA target specific cells of the body?
A. The mRNA does not target specific cells.  The vaccine is injected into the muscle of the upper arm.  Therefore, the mRNA is mostly taken up by those muscle cells.
7:23pm 
Q. So the muscle cells will make the spike protein, which will stimulate the overall production of antibodies?
A. Correct

Comments 
Comment: I think there is a misunderstanding of what is required by the FDA for clinical trials done for managing chronic diseases and clinical trials done for vaccines.  Please address the difference.  It greatly affects the time it takes to recruit and complete the trial.
Comment: Comparing those two processes - the impact of the vaccine versus the impact of the virus on your cells - is so helpful. Need a graphic!

Comment: Not everyone in the trials was healthy.  There were deliberately people with chronic conditions in the trials.  That way, we could understand the impact of the vaccine on people with diabetes.
Comment: I think Rev. Jenkins brings up a great point. There are people who feel that since we don't know the vaccine is safe, that both getting the virus is unsafe and the virus is unsafe and it feels like a choice of 'lesser of two evils' rather than a more tested vaccine (like MMR) that has a clear and historic benefit
