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December 21, 2021 
 
 
Dr. Peter Marks 
Director, Center for Biologics Evaluation and Research (CBER) Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
 
Dear Dr. Marks, 
 
We write to request that the FDA extend Emergency Use Authorization for COVID-19 Convalescent 
Plasma (CCP) to outpatients. Our request is catalyzed by the rapidly escalating pace of the pandemic 
and by four important new developments: 
 
1) A large, double-blinded, randomized, placebo-controlled (regular plasma) trial headed by Johns 
Hopkins University and funded in part by the Department of Defense, showed a 54% reduction in 
hospitalization for COVID-19 patients treated with CCP (1): This is the second RCT to show 
statistically significant and substantial effectiveness of CCP in reducing disease progression when 
used in outpatients early in their disease course (2). 
2) The omicron variant, which is not neutralized by most currently available monoclonal antibodies 
is rapidly spreading in the USA thus defeating the only outpatient intervention shown to reduce 
hospitalization and mortality. CCP continues to have activity against all circulating variants including 
omicron. 
3) Numerous studies – including more than 20 RCTs – have shown CCP is safe, well tolerated, and 
effective if it contains adequate antibody levels and is given early in disease. 
4) Very high titer plasma that neutralizes the omicron variant – VaxPlas (3) – is immediately 
available from vaccinated individuals who have had COVID-19. With the high vaccination rate of 
blood product donors, this represents a much more abundant pool of qualifying high titer CP than 
was available a year ago. 
Extending the EUA to the outpatient space would immediately give physicians a safe and desperately 
needed tool to combat the rapidly escalating omicron variant and immediately fill the gap created by 
the loss of activity of currently available Mabs. Most importantly, outpatient CCP would permit 
treatment early in the course of disease when CCP is most beneficial. Even if a new future Mab is 
synthesized with activity against the omicron variant, this will take time, supply will be limited, and 
the highest risk patients and/or the most affected regions of the country will be prioritized. 
There is an urgent need for outpatient therapy for COVID-19 now. CCP can fill this need immediately, 
while reducing the rapidly escalating stress on emergency rooms and hospitals. 
We thank the FDA for its leadership in providing CCP to the people of the USA during this pandemic. 
This has provided access to an important and effective therapy estimated to have reduced the COVID 
death toll by almost 100,000 in the first year of the pandemic (4). 
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We thank you for consideration of our request. 

 Sincerely 

The CCPP19 Leadership 
 
                                                      

                                          
Arturo Casadevall M.D., Ph.D., Chair                                                                                                                                                        Jeffrey Henderson M.D., Ph.D. 

Mayo Clinic                                                                         Michigan State University 

 
Liise-anne Pirofski M.D.                                                     Shmuel Shoham M.D. 
Albert Einstein College of Medicine &                              Johns Hopkins University, School of                          
Montefiore Medical Center                                                 Medicine 

 
 
Other signatories: 
 
Shweta Anjan, M.D. 
University of Miami Health System 
 

Elliot Antman, M.D. 
Harvard Medical School 

Lawrence J. Appel M.D., M.P.H. 
Johns Hopkins University, School of Medicine 

Julia Arnsten, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Antonio Arrieta, M.D., FIDSA, FPIDS 
CHOC Children’s Hospital 

Rachel Bartash, M.D. 
Albert Einstein College of Medicine and 
Montefiore Medical Center 
 

Nancy L. Bartlett, M.D. 
Washington University School of Medicine 
 

Henny Billet, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Evan M. Bloch M.B.Ch.B 
Johns Hopkins University, School of Medicine 
 
 

Anthony D. Bowen, M.D., Ph.D. 
Columbia University Irving Medical Center 
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Caron Campbell, M.D. 
Montefiore Medical Center 

Edward R. Cachay, M.D. 
University of California San Diego 
 

Rana Chakraborty, M.D, MSc, FAAP, 
FRCPCH, D.Phil., FPIDS, FIDSA 
Mayo Clinic 
 

Laura Cheney, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Claudia S. Cohn, M.D., Ph.D. 
University of Minnesota 

Raymond Comenzo, M.D. 
Tufts University School of Medicine 
 

Joseph P. Connor, M.D., 
University of Wisconsin-Madison 
 

Marie Elena Cordisco, M.A. 
Nuvance Health 
 

Marilou Corpuz, M.D. 
Montefiore Medical Center 
 

Jill Crandall, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Charlotte Cunningham-Rundles, M.D., Ph.D. 
The Icahn School of Medicine at Mount Sinai 
 

Judith S. Currier, M.D., M.Sc. 
University of California Los Angeles 
 

Johanna Daily, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Mahalia Desruisseaux, M.D. 
Yale Medical Center 
 

Amy Ehrlich, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

David Esses, M.D. 
Montefiore Medical Center 
 

Daniel E. Ford, M.D. Ph.D. 
Johns Hopkins University, School of Medicine 
 

E. Colin Foster, M.D. 
The Next Practices Group 
 

Amy Fox, M.D. 
Montefiore Medical Center 
 

Yuriko Fukuta, M.D., Ph.D. 
Baylor College of Medicine 

Neil Gaffin, M.D. 
Valley  Hospital 
 

Mario Garcia, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Kelly A. Gebo M.D., M. P. H. 
Johns Hopkins University, School of Medicine 

Inessa Gendlina, M.D., Ph.D. 
Albert Einstein College of Medicine and 
Montefiore Medical Center 
 

Jonathan M. Gerber, M.D. 
University of Massachusetts Memorial Health 

Neil Goldenberg, M.D., Ph.D. 
Johns Hopkins University School of 
Medicine 
 

Michelle Gong, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 

Daniel Hanley, M.D. 
Johns Hopkins University School of 
Medicine 
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William R. Hartman, M.D., Ph.D. 
University of Wisconsin-Madison 
 

Sonya L. Heath, M.D. 
University of Alabama at Birmingham 
 

Moises A. Huaman, M.D., M.Sc. 
University of Cincinnati College of Medicine 
 

W. Charles Huskins, M.D., M.Sc. 
Mayo Clinic 

Sunit Jariwala, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Dushyantha Jayaweera, M.D. 
Miller School of Medicine 
 

Karen C. Johnston, M.D., M.Sc. 
University of Virginia  
 

Grace Kajita, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

William Kanner, M.D. 
Munson Medical Center 
 

Seble G. Kassaye, M.D., M.S. 
Georgetown University 
 

Elizabeth Kitsis, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Stephen Klassen, Ph.D. 
Brock University 
 

Kathryn F. Larson, M.D. 
Mayo Clinic 
 

Howard Lederman, M.D., Ph.D. 
Johns Hopkins Hospital 
 

Adam C. Levine, M.D., M.P.H. 
Watson Institute International & Public 
Affairs, Brown University 
 

Ian W. Lipkin, M.D. 
Columbia University 

Beth McClellan, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Barry R. Meisenberg, M.D. 
Anne Arundel Medical Center 
 

A. Richard Miranda, M.D. 
Saint Alphonsus Cancer Institute 

James M. Musser, M.D., Ph.D. 
Houston Methodist Hospital Research 
Institute 
 

Rahul Nachal, M.D.  
Medical College of Wisconsin 

Wayne T. Nicholson, M.D., Pharm.D. 
Mayo Clinic 
 

Priya Nori, M.D. 
Albert Einstein College of Medicine and 
Montefiore Medical Center 
 

Brian J. O’Neil, M.D., FACEP, FAHA 
Wayne State University 

Mila Ortigoza, M.D., Ph.D. 
New York University Langone 
 

Luis Ostrosky-Zeichner, M.D. 
McGovern Medical School 
 

Monika Paroder, M.D., Ph.D. 
Montefiore Medical Center 
 

Bela Patel, M.D. 
McGovern Medical School 
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Scott Pearlman, M.D. 
Montefiore Medical Center 
 

Eva Petkova, Ph.D. 
New York University Langone 
 

Jay S. Raval, M.D. 
University of New Mexico 
 

Joel M. Reid, Ph.D. 
Mayo Clinic 
 

Juan G. Ripoll, M.D 
Mayo Clinic 
 

David Rosenstreich, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Michael Ross, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Alessandro Santin, M.D. 
Yale Medical Center 
 

Jonathon W. Senefeld, Ph.D. 
Mayo Clinic 
 

Lauren Shapiro, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Aarthi G. Shenoy, M.D. 
MedStar Washington Hospital Center 
 

William Southern, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Emily S. Spivak, M.D., M.H.S. 
University of Utah Heath 

James R. Stubbs, M.D. 
Mayo Clinic 
 

David J. Sullivan M.D. 
Johns Hopkins University, School of Public 
Health & Medicine 
 

Clement Tagoe, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Elitza S. Theel, Ph.D. 
Mayo Clinic 
 

Michael A. Thompson, M.D., Ph.D., FASC 
Advocate Aurora Health 
 

Aaron A. R. Tobian M.D., Ph.D. 
Johns Hopkins University, School of Medicine  
 

Yaron Tomer, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Andrea Troxel, Ph.D. 
New York University Langone 
 

Joseph Verghese, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
 

Dan A. Waxman, M.D. 
Versiti Blood Center 
 

Deborah White, M.D. 
Montefiore Medical Center 
 

Chad C Wiggins, Ph.D. 
Mayo Clinic 

Allan Wolkoff, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
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Hyunah Yoon, M.D. 
Albert Einstein College of Medicine and 
Montefiore Medical Center 
 

George Yu, M.D. 
University of California, School of Medicine 

Haralabos Zacharatos, D.O. 
Hackensack Meridian Health, JFK University 
Medical Center 
 

John Zaia, M.D. 
City of Hope 

Martin Zand, M.D., Ph.D. 
University of Rochester Medical Center 
 

Barry Zingman, M.D. 
Albert Einstein College of Medicine & 
Montefiore Medical Center 
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